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Washington, Saturday, December 29, 7962 


THE PRESIDENT 

(Executive Order 

[Certain foreign countries; desig¬ 
nation as economically less de¬ 
veloped countries for purposes 
of the Revenue Act of 1962- 12875 

EXECUTIVE AGENCIES 

[Agricultural Marketing Service 

Notices: 

„-esh Bartlett pears, plums, and 
Elberta peaches grown in Cali¬ 
fornia; referendum- 12985 

Nectarines grown in California; 

referendum_ 12984 

Proposed Rule Making: 

|Canned fruit; U.S. standards for 
grades; additional time for 
comments: 

Clingstone peaches_ 12957 

Pears_ 12958 

|Sweetpotatoes; U.S. standards for 

grades_ 12956 

I Rules and Regulations : 

[Fruit grown in Arizona and Cali¬ 
fornia; handling limitations: 

Lemons_ 12891 

Navel oranges_ 12890 

Agricultural Research Service 

Proposed Rule Making: 

Scabies in sheep; miscellaneous 

amendments_ 12958 

Rules and Regulations: 

Scabies in sheep; interstate move¬ 
ment___12913 

Agricultural Stabilization and 
Conservation Service 

Proposed Rule Making: 

Milk in Central Illinois, Suburban 
St. Louis and Quad Cities- 
Dubuque marketing areas; rec¬ 
ommended decision; extension 

of time for filing exceptions_ 12958 

Turkey and turkey hatching eggs; 
determination_ 12958 

No. 251—pt. I-1 


Contents 


Rules and Regulations: 

Milk in certain marketing areas; 
orders amending orders: 

Upper Chesapeake Bay- 12892 

Washington, D.C- 12891 

Sugar; allotment of direct-con¬ 
sumption portion of mainland 
sugar quota for Puerto Rico, 

1963 _ 12888 

Wheat stabilization program, 

1963 _ 12877 


Agriculture Department 

See also Agricultural Marketing 
Service; Agricultural Research 
Service; Agricultural Stabiliza¬ 
tion and Conservation Service; 
Commodity Credit Corporation; 

Forest Service. 

Notices: 

Delegation of authority and as¬ 
signment of functions; amend¬ 
ment_ 12986 

Emergency loans; designation of 
areas: 

Florida_ 12986 

Minnesota_ 12986 


Atomic Energy Commission 

Rules and Regulations: 

Production and utilization facili¬ 
ties licensing; issuance of pro¬ 
visional construction permits— 12915 

Source material licensing; ura¬ 
nium counterweights in aircraft 
rockets, projectiles, and missiles- 12914 


Civil Aeronautics Board 

Notices: 

Brake Delivery Service et al.; pro¬ 
posed approval of application— 12986 
Caledonian Airways (Prestwick) 

Ltd.; oral argument- 12986 

Proposed Rule Making: 

Tariffs of certain certificated air¬ 
lines; certain trade agreements; 
increasing limitation in value— 12967 
Rules and Regulations: 

Supplemental air carriers; filing 
of reports; repeal of part- 12927 


Civil Service Commission 

Rules and Regulations: 

Civil and Defense Mobilization 
Office and Emergency Planning 
Office; exceptions from compet¬ 
itive service_ 12894 

Coast Guard 

Notices: 

Equipment, installations, or ma¬ 
terials; approval notice- 12978 

Commodity Credit Corporation 

Rules and Regulations: 

Tobacco loan program; level of 
price support- 12894 

Customs Bureau 

Notices: 

Cotton textiles and cotton textile 
products produced or manu¬ 
factured in China; restrictions 
on entry or withdrawal from 
warehouse- 12978 

Emergency Planning Office 

Notices: 

Major disaster areas: 

Florida_ 12991 

Louisiana_ 12991 

Rules and Regulations: 

Placement of procurement and fa¬ 
cilities in areas of persistent or 
substantial labor surplus- 12935 

Federal Aviation Agency 

Notices: 

WHAS, Inc.; determination of 

hazard to air navigation- 12987 

Rules and Regulations: 

Airplane airworthiness; transport 
categories; turboprop conver¬ 
sions of transport category air¬ 
planes _ 12925 

Control zone; alteration- 12926 

Federal airways, control area ex¬ 
tension, control zone, transition 
area, reporting points and jet 
routes; alteration- 12926 

Turbine-powered transport cate¬ 
gory airplanes of current de¬ 
sign; turboprop conversions; 

special civil air regulation- 12928 

(i Continued on next page) 
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CONTENTS 


General Services Administration 

Rules and Regulations: 

Federal procurement; extraordi¬ 
nary contractual actions to fa¬ 
cilitate national defense_ 12935 

Health, Education, and Welfare 
Department 

See Food and Drug Administra¬ 
tion. 

Housing and Home Finance 
Agency 

Notices: 

Acting Regional Director of Ad¬ 
ministration, Region I (New 
York); designation_ 12991 

Indian Affairs Bureau 

Rules and Regulations: 

Forestry; timber and timber prod¬ 
ucts; miscellaneous amend¬ 
ments (2 documents)_ 12928,12929 

Interior Department 

See Indian Affairs Bureau; Land 
Management Bureau. 

Internal Revenue Service 

Proposed Rule Making : 

Income tax; taxable years begin¬ 
ning after December 31, 1953: 
Submission of additional in¬ 
formation by certain exempt 
organizations and provision 
for better disclosure of in¬ 
formation to public_ 12953 

Taxation of cooperatives and 
their patrons_ 12943 

Rules and Regulations : 

Income tax; taxable years begin¬ 
ning after December 31, 1953; 
substantiation of certain travel, 
entertainment, and gift ex¬ 
penses_ 12930 

Interstate Commerce Commission 

Rules and Regulations : 

Chicago, Milwaukee, St. Paul and 
Pacific Railroad Co.; authoriza¬ 
tion to operate over certain 
trackage of Fort Dodge, Des 
Moines & Southern Railway 
Co- 12894 


Arizona; proposed withdrawals 
and reservations of lands (2 

documents)__ , 

California: 129 &ll 

Proposed withdrawals and res¬ 
ervations of lands: 

Amendment and partial ter¬ 
mination_ . - 

Partial termination.. 

Small tract classification iSS 
Idaho; partial termination "of * 
proposed withdrawal and reser¬ 
vation of lands_ 12Qft j 

Nevada; filing of plats of survey ** 
and order providing for open¬ 
ing of lands; correction_io qfi ,| 

Pacific Coast Outer Continental 

Shelf Office; opening_ 12983 | 

Proposed Rule Making : 

Rights-of-way; miscellaneous 
amendments_ ^ 954 ! 

Public Contracts Division 

Proposed Rule Making : 

Electric lamp industry; tentative 
decision in determination of 
prevailing minimum wages___ 129601 
Pumps and compressors industry; " 
tentative minimum wage deter¬ 
mination_ 129621 

Scientific, industrial, and labora- ~ " 

tory instruments industry; ten¬ 
tative minimum wage redeter¬ 
mination_ 129641 

Securities and Exchange 
Commission 

Notices : 

Hearings, etc.: 

Carbon Foundry Corp_ 129921 

Does-More Products Corp_ 129931 

Globe Coliseum, Inc_ 12993 1 

Metoil, Inc_ 12993 1 

Small Business Administration 

Notices: 

Regional Directors; delegation to 
conduct program activities in 

regional offices_ 12994 1 

Rules and Regulations : 
Administration; miscellaneous 
amendments_12919 1 

Treasury Department 

See Coast Guard; Customs Bu¬ 
reau ; Internal Revenue Service. 


Federal Communications 
Commission 

Proposed Rule Making: 

FM broadcast rules; allocation 
and technical standards; and 
petition of FM Unlimited, Inc. 
for changes in FM station as¬ 
signment rules_ 12968 

Federal Maritime Commission 

Notices: 

Port of Oakland and Oakland 
Dock and Warehouse Co.; agree¬ 
ment filed for approval_ 12990 

Federal Power Commission 

Notices: 

Hearings, etc.: 

Manufacturers Light and Heat 


Co- 12990 

Shell Oil Co. et al_ 12988 

Tennessee Gas Transmission Co. 
and Transcontinental Gas 

Pipe Line Corp_ 12989 

Rules and Regulations: 

Commission organization and op¬ 
eration; order specifying plan 
effective during emergency con¬ 
ditions_ 12927 


Federal Reserve System 

Notices: 

Liberty Bank and Trust Co.; order 

approving merger of banks_ 12990 

Virginia Commonwealth Corp.; re¬ 
quest for determination and 

order for hearing_ 12991 

Rules and Regulations: 

Bank Service Corporation Act; 
applicability in certain bank 

holding company situations_12918 

Federal reserve banks; issue and 

cancellation of capital stock_12915 

European Investment Bank; in¬ 
terest rate on time deposits_12918 

Food and Drug Administration 

Rules and Regulations : 

Antibiotic and antibiotic-contain¬ 
ing drugs; reissuance of regula¬ 
tions (see Part II of this issue). 

Food additives; definitions and 
procedural and interpretative 
regulations; editorial revision. 12895 
Food additives permitted in food 
for human consumption; syn¬ 


thetic glycerin_12913 

Forest Service 

Proposed Rule Making: 

Electric power transmission lines; 
rights-of-way_ 12959 


Land Management Bureau 

Notices : 

Alaska: 

Proposed withdrawal and reser¬ 
vation of lands; correction. _ 12983 
Small tract classification_ 12981 


Wage and Hour Division 

Rules and Regulations : 

Fair Labor Standards Act as ap¬ 
plied to retailers of goods or 
services; retail and wholesale 
distinguished_ 12935 
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Presidential Documents 


Title 3—THE PRESIDENT 

Executive Order 11071 

DESIGNATION OF CERTAIN FOREIGN COUNTRIES AS ECONOMICALLY 

LESS DEVELOPED COUNTRIES FOR PURPOSES OF THE REVENUE ACT 

OF 1962 

By virtue of the authority vested in me by section 955(c) (3) of the 
Internal Revenue Code of 1954, as added by section 12(a) of the 
Revenue Act of 1962, approved October 16, 1962 (Public Law 87-834, 
76 Stat. 1015), by section 301 of title 3 of the United States Code, 
and as President of the United States, it is hereby ordered as follows: 

Section 1. Economically less developed countries. Por purposes 
of subpart A (sec. 901 and following) and subpart F (sec. 951 and 
following) of part III of subchapter N, and section 1248 of part IV 
of subchapter P, of chapter 1 of the Internal Revenue Code of 1954, 
the following areas are designated as economically less developed 
countries: 

(a) all foreign countries (including Trust Territories) in existence 
on or after December 31,1962, other than Australia, Austria, Belgium, 
Canada, Denmark, France, Federal Republic of Germany, Italy, 
Japan, Liechtenstein, Luxembourg, Monaco, Netherlands, New Zea¬ 
land, Norway, Union of South Africa, San Marino, Spain, Sweden, 
Switzerland, United Kingdom, and any foreign country within the 
Sino-Soviet bloc, as defined in section 2; 

(b) each territory, department, province, and possession (other 
than Hong Kong) of any foreign country in existence on or after 
December 31, 1962, other than of a foreign country within the Sino- 
Soviet bloc, as defined in section 2, if the territory, department, 
province, or possession is overseas from the foreign country of which 
it is a territory, department, province, or possession; and 

(c) the Commonwealth of Puerto Rico and all possessions of the 
United States. 

Sec. 2. Definition of the term “foreign country within the Sino- 
Soviet bloc”. For purposes of this Order, the term “foreign country 
within the Sino-Soviet bloc” shall mean Albania, Bulgaria, any part 
of China which is dominated or controlled by International Commu¬ 
nism, Cuba, Czechoslovakia, Estonia, Hungary, any part of Korea 
which is dominated or controlled by International Communism, 
Latvia, Lithuania, Outer Mongolia, Poland (including any area 
under its provisional administration), Rumania, Soviet Zone of Ger¬ 
many and the Soviet Sector of Berlin, Tibet, Union of Soviet Socialist 
Republics and the Kurile Islands, Southern Sakhalin, and areas in 
East Prussia which are under the provisional administration of the 
Union of Soviet Socialist Republics, and any part of Viet-Nam which 
is dominated or controlled by International Communism. 

Sec. 3. Buies and regulations. The Secretary of the Treasury 
or his delegate is authorized to prescribe from time to time regulations, 
rulings, directions, and instructions to carry out the purposes of this 
Order. 

Sec. 4. Effective date. This Order shall become effective Decem¬ 
ber 31, 1962. 

John Kennedy 

The White House, 

December 27, 1962. 

[F.R. Doc. 62-12935; Filed, Dec. 28, 1962; 10:50 a.m.] 












Rules and Regulations 


Title 7— AGRICULTURE 

Chapter VII —Agricultural Stabiliza¬ 
tion and Conservation Service (Agri¬ 
cultural Adjustment), Department of 
Ag'iculture 

SUBCHAPTER D—SPECIAL PROGRAMS 

[1963 Wheat Stabilization Program, Supp. 1] 

pa dt 776 — WHEAT STABILIZATION 
PROGRAM 

Subpart—1963 Wheat Stabilization 
Program Regulations 

Sec. 

776.151 Purpose. 

776.152 County average fields and county 

payment rates for wheat. 

Authority: §§ 776.151 and 776.152 issued 
under sec. 307(h), 76 Stat. 617. 

§776.151 Purpose. 

Sections 776.151 and 776.152 supple¬ 
ment the 1963 Wheat Stabilization Pro¬ 
gram Regulations, (27 F.R. 12430, and 
any amendments thereto) which provide 
terms and conditions for a special wheat 
program for 1963 under which payments 
are made to producers who divert acre¬ 
age from the production of wheat to an 
approved conservation use and increase 
their average acreage of cropland de¬ 
voted in 1959 and 1960 to designated soil 
conserving crops or practices by an equal 
amount. This supplement contains 
county average yields and county pay¬ 
ment rates used in determining payment 
rates for the farm, which are the basis 
for computing payments to producers 
under the 1963 Wheat Stabilization 
Program. 

§776.152 County average yields and 
county payment rates for wheat. 

County average yields and county pay¬ 
ment rates per acre (50 percent payment 
rate per acre) for wheat are as follows: 

1963 Wheat Stabilization Program 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates 

Alabama 


District and county 


District 1: 

Colbert_ 

Fayette_ 

Franklin_ 

Lamar.. 

Marion_ 

District 2: 
Lauderdale.. 
Lawrence... 
Limestone.. 
Madison.... 
Marshall.... 

Morgan_ 

District 2A: 

Bibb. 

Blount_ 

Chilton_ 

Cullman.... 
Jefferson.... 
Saint Clair.. 
8helby_ 


1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 


27.6 
22.4 
22.4 
22.4 

22.4 

25.1 

25.2 

26.4 

27.1 
26.0 

24.1 

23.0 

23.8 
24.0 
25.0 

21.8 

21.6 

24.0 


50% pay¬ 
ment 
rate per 
acre 
(dollars) 


26.64 

21.62 

21.62 


1963 Wheat Stabilization Program- 

—Con. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates—Continued 

Alabama—C ontinued 


District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 
(dollars) 

District 2A—Continued 

Walker_ 

22.6 

21.81 

Winston . _ __ 

22.2 

21. 42 

District 3: 

Calhoun _ 

22.2 

21.42 

Cherokee __ 

24.0 

23.16 

Cleburne _ 

20.1 

19.40 

De Kalb. _ 

24.0 

23.16 

Etowah __ 

24.1 

23.26 

Jackson_ 

26.1 

25.18 

District 4: 

Greene . __ 

23.4 

22.58 

Hale _ 

23.4 

22.58 

Marengo_ 

20.0 

19.30 

Pickens_ 

21.0 

20.26 

Sumter _ 

23.4 

22.58 

Tuscaloosa _ _ 

21.4 

20.65 

District 5: 

Autauga . __ 

24.0 

23.16 

Dallas!.. 

21.0 

20.26 

Elmore _ 

25.6 

24.70 

Twiwndes . _ 

20.2 

19. 50 

Montgomery - - 

20.2 

19. 50 

Perry.. _ 

21.4 

20. 65 

Wilcov _ 

23.5 

22.68 

District 6: 

Chambers _ 

20.0 

19.30 

Cla v _ 

22.0 

21.23 

Coosa_ 

17.7 

17.08 

Lee_ 

21.1 

20.36 

M aeon _ _ _ 

20.2 

19.50 

Randolph__ 

20.4 

19.68 

Russell_ 

21.0 

20.26 

Talladega. . . 

22.6 

21.81 

Tallapoosa_ 

20.1 

19.40 

District 7: 

Baldwin_ 

23.4 

22.58 

Clarke_-_ 

23.4 

22.58 

Mnhjlp .. 

21.4 

20.65 

Washington_ 

23.4 

22. 58 

District 8: 

Butler _ 

22.5 

21.71 

Conecuh _ 

22.5 

21.71 

Covington_ 

22.0 

21.23 

Crenshaw_ 

19.4 

18.72 

Escambia__ 

22.6 

21.81 

Monroe_ 

25.2 

24. 32 

District 9: 

Barbour _ 

21.6 

20.84 

Bullock _ _ 

21.0 

20.26 

Coffee _ 

22.0 

21.23 

Dale _ 

20.2 

19. 50 

Geneva __ 

21.6 

20.84 

Henry_ 

22.0 

21.23 

Houston_ 

22.0 

21.23 

Pike .-. 

20.0 

19.30 




Arizona 

District 2: 

Apache __ 

17.0 

12.32 

Coconino _ 

18.5 

13.69 

M oh a vc _ _ 

30.0 

23.40 

Navajo _ 



Yavapai __ 

18.5 

13.41 

District 5: 

Maricopa_ 

30.5 

44.0 

23. 33 
41.14 

Pinal _... 

39.5 

36.93 

District 7: 

Yuma __ 

39.0 

36.86 

District 9: 

Cochise ___ 

31.0 

27.59 

Gila . 

30.5 

23.48 

Graham _ __ 

32.5 

27.95 

Greenlee _ _ 

36.5 

28.10 

Pima _ 

33.5 

30.82 




Arkansas 

District 1: 

i Benton_ 

22.2 

19.42 

i Boone_ 

26.6 

23.68 

l Carroll_ 

18.3 

16.10 

Madison_ 

21.9 

19.27 

Newton .. r _ 

20.6 

18.34 

l Washington __ 

24.6 

21.65 





1963 Wheat Stabilization Program—C on. 

Adjusted 1959—60 County Average Yields and 
Per Acre Payment Rates—Continued 

Arkansas —Continued 


District and county 


District 2: 

Baxter_ 

Cleburne- 

Fulton... 

Izard. 

Marion_ 

Searcy_ 

Sharp_ 

Stone_ 

Van Buren_ 

District 3: 

Clay.. 

Craighead. 

Greene- 

Independence.. 

Jackson_ 

Lawrence- 

Mississippi- 

Poinsett_ 

Randolph_ 

White_ 

District 4: 

Crawford_ 

Franklin_ 

Johnson.... 

Logan.-- 

Polk.. 

Pope___ 

Scott__ 

Sebastian- 

Yell..... 

District 5: 

Conway- 

Faulkner.. 

Garland_ 

Grant. 

Hot Spring- 

Perry. 

Pulaski. 

Saline.. 

District 6: 

Arkansas- 

Crittenden- 

Cross. 

Lee_ 

Lonoke_ 

Monroe_ 

Phillips-. 

Prairie- 

Saint Francis. 

Woodruff. 

District 7: 
Hempstead ... 

Lafayette_ 

Little River— 

Miller. 

Montgomery-. 
District 8: 

Clark. 

Ouachita_ 

District 9: 

Ashley.— 

Chicot. 

Desha- 

Drew... 

Jefferson_ 

Lincoln_ 


1959-60 
adjusted 
average 
yield per 
acre 

(bushels)- 


50% pay¬ 
ment 
rate per 
acre 

(dollars) 


California 


24.0 

18.3 

19.3 
14.0 

13.7 

14.4 

18.4 

19.9 

17.4 

24.8 

28.4 

25.8 

30.4 
28.6 

22.5 

32.4 
28.2 

23.8 

19.5 

27.8 

26.6 
28.6 

24.4 

21.5 

22.6 

26.8 
26.7 

23.6 

24.9 
23.0 

17.1 

13.6 

16.1 

21.6 
31.0 

18.5 

31.6 

31.6 

28.4 

28.9 

22.9 

31.7 
32.0 

22.5 

33.1 
30.0 

30.8 

23.2 

25.4 

20.6 

17.8 

20.0 

19.5 

25.0 

24.0 

30.1 

26.3 

25.9 

19.3 


21.60 
18.12 
17.85 
12.74 
12.26 
12.82 
17.02 
18.21 
16.36 

24.55 
28.12 
25. 54 
29.03 
28.32 
22.16 
32.08 
27.92 

23.56 
19.30 

24.46 
23. 54 

25.60 

21.47 
19.35 
20.34 
24.12 
23.90 
21.24 

24.28 

22.54 
15.73 

12.65 
14.89 
19. 55 

30.54 

17.11 

31.28 

31.28 

28.12 

28.61 

22.67 
31.38 

31.68 

22.28 
32.77 

29.70 

29.26 
22.16 
24.13 

19.68 
16.02 

18.70 
18.43 

23.75 
22.80 

29.65 
25.12 
25. 25 
18. 92 


District 1: 

Humbnldt _ 

30.0 

26. 70 

Mendocino _ 

25.0 

23.25 

District 2: 

Phast.a _ _ 

17.0 

15.47 

Fiskiynn _ _ 

24.5 

22.30 

Trinity . 

20.0 

18.20 

District 3: 

Lassen _ 

20.5 

18.14 

Modoc _ _ 

32.6 

29.50 

Plumas _ . 

20.4 

18. 77 

District 4: 

A lamed a _ 

34.5 

33.64 

Contra Cost,a __ 

42.5 

41.44 

T *ake _ _ 

26.0 

24. 57 

M arm _ 

24.5 

23.89 

Monterey_ 

19.8 

18. SI 

Nana _ 

29.1 

28.22 

San Benito.- 

29.0 

27.70 
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RULES AND REGULATIONS 


I So 


1963 Wheat Stabilization Program—C on. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Kates—^Continued 

California —Continued 


District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

60% pay¬ 
ment 
rate per 
acre 

(dollars) 

District 4—Continued 

San Luis Obispo.. 

16.4 

15.25 

San Mateo.—.. 

20.8 

20. 28 

Santa Clara.... 

26.0 

25. 22 

Sonoma. 

22.0 

21.34 

District 5: 

Butte... 

32.1 

30.50 

Colusa... 

30.1 

28.60 

Glenn..... 

31.2 

29.33 

Sacramento_ 

39. 5 

38.61 

Solano.... 

45.2 

43.84 

Sutter. 

46.0 

44.16 

Tehama. 

20.6 

19.06 

Yolo. 

43.9 

42.36 

Yuba. 

30.0 

28.80 

40.66 

District 5a: 

Fresno. 

42.8 

Kern... 

19.3 

18.04 

Kings. 

47.5 

45.12 

Madera.... 

19.7 

18.91 

Merced..... 

34.7 

33.48 

San Joaquin... 

39.5 

38.91 

Stanislaus. 

33.0 

32.34 

Tulare....*_ 

22.9 

21.76 

27.60 

District 6: 

Alpine. 

30.0 

Amador_ 

26.0 

25.35 

Calaveras_ 

20.0 

19.50 

18.02 

Inyo..______ 

20.6 

Mariposa.... 

30.0 

28.80 

Mono....... 

20.0 

17.10 

Placer... 

21.9 

21.14 

Sierra... 

18.0 

15.84 

Tuolumne... 

20.0 

19.60 

District 8: 

Imperial___ 

57.4 

54.82 

Los Angeles...... 

15.7 

15.23 

Orange_ 

20.0 

19.20 

Riverside__ 

19.8 

18.81 

San Bernardino... 

30.0 

28.95 

San Diego.. 

30.0 

28.35 

Santa Barbara.. 

18.3 

17. 20 

Ventura... 

26.0 

25.09 



Colorado 


District 1: 

Chaffee.. 

Eagle.. 

Grand.. 

Gunnison.... 

Jackson.. 

Moffat.. 

Pitkin.. 

Rio Blanco... 

Routt.. 

Teller.. 

District 2: 

Boulder. 

Jefferson. 

Larimer_ 

Logan. 

Morgan. 

Sedgwick.... 

Weld. 

District 6: 

Adams. 

Arapahoe.... 

Cheyenne—. 

Douglas_ 

Elbert. 

El Paso. 

Kiowa_ 

Kit Carson... 

Lincoln. 

Phillips. 

Washington.. 

Yuma. 

District 7: 
Archuleta.... 

Delta. 

Dolores_ 

Garfield. 

La Plata_ 

Mesa. 

Montezuma.. 

Montrose.... 

Ouray_ 

San Miguel.. 
District 8: 

Alamosa. 

Conejos. 

Costilla. 

Rio Grande.. 
Saguache. 


26.9 

45.8 

21.6 

25.6 
17.3 

19.7 
39.5 
24.0 
23.1 
19.0 


32.9 

32.3 
28.0 
25.0 

27.3 
28.7 
26.2 


29.1 

28.6 

25.3 

27.8 


19.2 
21 . 6 

27.2 

24.1 

31.1 
26.4 

26.1 


23.6 
36.0 

14.4 

22.6 
22.8 

27.5 
17.0 
38.3 
25.0 
16.9 


31.0 

26.6 

26.2 

35.5 

31.8 


21.52 

35.96 

16.96 
20.10 
13.84 
15.07 
31.01 
18.36 
17.67 
16.06 


28.30 
27.78 
24.08 
21.50 
23.48 
25.11 
22.63 


25.02 
24.60 
22.01 
23.91 
20.04 
16. 51 
18.79 
23.66 
20. 72 
27.06 
22.70 
22.70 


18.06 
27.54 
10.58 
17.74 
17.44 
21.69 
12.50 
29.30 
19.12 
12.68 


24.96 
21.28 
21.22 
28.40 
25. 44 


1963 Wheat Stabilization Program —Con. 


Adjusted 195(1-60 County Average Yields and 
Per Acre Payment Rates—Continued 


Colorado —Continued 


District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 
(dollars) 

District 9: 



Baca.. 

22.0 

19.14 

Bent... 

29.2 

25.26 

Crowley. 

21.4 

18.40 

Custer. 

19.0 

15.77 

Fremont.. 

24.3 

20.29 

Huerfano. 

21.1 

17. 83 

Las Animas. 

15. 5 

13.25 

Otero. 

36.7 

31.66 

Prowers... 

26.0 

22.62 

Pueblo... 

25.2 

21.67 

Delaware 

District 2: 



New Castle. 

31.8 

32.60 

District 6: 



Kent. 

28.0 

28.70 

District 8: 



Sussex. 

27.5 

2a 05 

Georgia 

District 1: 



Bartow. 

23.8 

23.32 

Catoosa. 

26.5 

25.97 

Chattooga. 

19.9 

19. 50 

Dade. 

18.7 

18.32 

Floyd. 

21.4 

20.97 

Gordon. 

21.8 

21.36 

Murray. 

21.8 

21.36 

Paulding. 

21.2 

20.78 

Polk. 

22.8 

22.34 

Walker... 

23.5 

23.03 

Whitfield. 

22.5 

22.05 

District 2: 



Barrow. 

20.6 

20.19 

Cherokee.. 

21.5 

21.07 

Clarke... 

29.0 

28.42 

Cobb. 

20.8 

20.38 

Dawson... 

20.8 

20.38 

De Kalb... 

24.0 

23. 52 

Fannin.... 

18.9 

18.52 

Forsyth. 

21.2 

20. 78 

Fulton... 

24.2 

23. 72 

Gilmer... 

18.3 

17.94 

Gwinnett... 

21.4 

20. 97 

Hall.... 

18.8 

18.42 

Jackson.... 

22.5 

22.05 

Lumpkin_ 

23. 2 

22.74 

Oconee. 

22.4 

21.95 

Pickens. 

18.7 

18. 32 

Towns... 

21.8 

21.36 

Union.... 

24.4 

23.91 

Walton.. 

21.6 

21.17 

White... 

20.0 

19.60 

District 3: 



Banks. 

19.6 

19.21 

Elbert. 

21.1 

20.68 

Franklin. 

21.0 

20.58 

Habersham___ 

21.2 

20. 78 

Hart. 

22.2 

21.76 

Lincoln. 

18.0 

17.64 

Madison_ 

22.0 

21. 56 

Oglethorpe_ 

23.2 

22.74 

Rabun.. 

20.1 

19.70 

Stephens*.. 

20.2 

19.80 

Wilkes. 

19.5 

19.11 

District 4: 



Carroll. 

23.4 

22.93 

Chattahoochee.. 

20.0 

19.60 

Clayton____ 

20.8 

20.38 

Coweta. 

21.6 

21.17 

Douglas.. 

19.5 

19.11 

Fayette*.. 

19.7 

19.30 

Haralson___ 

24.8 

24.30 

Harris. 

L 21.8 

21.36 

Heard. . . 

23.3 

22.84 

Henry. 

24.5 

24.01 

Lamar... 

24.2 

23. 72 

Macon. 

32.7 

32.04 

Marion.... 

22.9 

22.44 

Meriwether..... 

21.1 

20.68 

Muscogee. 

20.0 

19.60- 

Pike. 

22.4 

21.95 

Schley. 

26.0 

25. 48 

Spalding. 

21.9 

21.46 

Talbot. 

20.9 

20. 48 

Taylor. 

21.6 

21.17 

Troup... 

22.2 

21.76 

Upson. 

20.8 

20.38 

District 5: 



Baldwin... 

18.8 

18.42 

Bibb. 

29.2 

28.62 


1903 Whbat Stabilization Program—C on 
Adjusted 1959-60 County Average YloU, I 
Per Acre Payment Rates— Contlnu«! ”" d | 
G Borgia—C ontinued 


District and county 


District 5—Continued 

Bleckley. 

Butts. 

Crawford... 

Dodge... 

Greene... 

Hancock. 

Houston. 

Jasper. 

Johnson. 

Jones.. 

Laurens. 

Monroe... 

Montgomery. 

Morgan.. 

Newton... 

Peach... 

Pulaski. 

Putnam. 

Rockdale. .. 

Taliaferro.. 

Treutlen.. 

Twiggs. 

Washington. 

Wheeler. 

Wilkinson.. 

District 6: 

Bulloch. 

Burke. 

Candler. 

Columbia. 

Effingham_ 

Emanuel. 

Glascook. 

Jefferson. 

Jenkins. 

McDuffie. 

Richmond. 

Screven..... 

Warren. 

District 7: 

Baker. 

Calhoun. 

Clay. 

Decatur... 

Dougherty. 

Early... 

Grady.. 

Lee... 

Miller. 

Mitchell__ 

Quitman.. 

Randolph. 

Seminole.. 

Stewart. 

Sumter... 

Terrell. 

Thomas. 

Webster. 

District 8: 

Atkinson. 

Ben Hill. 

Berrien. 

Brooks.. 

Coffee. 

Colquitt. 

Cook. 

Crisp.. 

IDooly. 

Echols...... 

Irwin.. 

Jeff Davis. 

Lanier. 

Lowndes_ 

Telfair. 

Tift... 

Turner. 

Wilcox. 

Worth. 

District 9: 

Appling. 

Bacon.. 

Brantley.... 

Bryan.. 

Camden. .. 

Charlton. 

Chatham. .. 

Evans.. 

Glynn. 

Liberty.. 

Long. 

McIntosh. 

Pierce__ 

Tattnal. 

Toombs.. 

Ware.... 

Wayne. 


1959-60 

adjusted 


yield per 
acre 

(bushels) 


24.1 

24.5 

31.5 
24.0 
19.0 

21.4 
31.9 

23.5 
18.8 
18.0 

23.7 

19.7 

20.6 

21.2 

19.8 

32.4 
24.6 

25.5 
23.0 
19.8 
19.2 


22.9 


23.5 


24.4 
18.9 
23.0 
16.3 

19.5 

24.2 

21.2 

24.2 

18.3 
20.1 
19.0 

20.7 

25.8 


31.5 
25.2 

23.5 
24.8 

27.5 

24.7 

23.1 

27.4 

25.5 

22.5 

28.5 
27.4 

25.1 

27.8 

27.1 
27.4 
25.0 

20.6 


22.0 

21.3 
26.2 

23.6 
25.8 
24.0 

22.7 
25.6 
27.0 
21.0 

21.5 

21.4 

30.8 

24.4 

21.6 
22.3 
24.0 

21.9 
25.2 


26.8 

26.9 

21.0 

22.0 

21.0 

21.0 

20.5 

22.5 
21.0 
21.0 
21.0 
21.0 
21.0 

21.6 
20.6 
21.0 
21.0 


50% pay. I 

ment f 
rate per 
acre l 
(dollars) 


I Ad 


23.621 
24.011 
30.87 1 
23.52 1 

18.62 1 
20 . 97 1 

31.21 
23.03 I 
18.42 I 
17.64 I 

23.22 1 
19.30 1 
20.1JI 
20.78 1 
19.40 I 
31.75 1 
24.111 
24.99 I 
22.54 
19.40 [ 

18.82 I 

28.22 I 

22.44 

23.13 

23.03 


23.91 

18.52 

22.54 

15.98 

19.11 

23.72 

20.78 

23.72 

17.94 

19.70 

18.6! 

20.28 I 

25.28 


21.56 
20.88 | 
25.68 
23.13 
25.28 


30.87 

24.70 I 

23. a 

24.30 I 

26.95 1 

24.20 I 

22.64 [ 

26.85 I 

24.99 

22.05 

27.93 

26.85 

24.60 

27.24 

26.56 

26.85 

24.50 

20.19 


22.24 

25.09 

26.46 
20.58 
21.07 
20.97 
30.18 
23.91 
21.17 
21.86 
23.52 

21.46 
24.70 


26.26 
26.36 
20.58 
21.56 
20.58 
20.58 
20.09 
22.05 
20.61 
20.58 
20.58 
20.58 
20.58 
21.17 
20.19 
20.58 
20.58 
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FEDERAL REGISTER 

1963 Wheat Stabilization Program —Con. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates—Continued 


Idaiio 


District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 
(dollars) 

—- 



District 1:^ 

36.5 

32.30 


25.4 

21.46 


43.8 

37.01 

Boundary—-— 

36.9 

32.10 

Clearwater-- 

36.2 

31.32 

Idaho.--— _ 

32.6 

28.69 


42.9 

37.96 

Latah.. 

41.9 

36.46 


43.9 

38.63 

District 7: 

51.6 

44.12 


29.9 

25.26 

Adams. 

29.6 

25.31 

_ ATI 

61.4 

52.50 


35.3 

30.00 


44.2 

37.79 


61.6 

52.67 


47.3 

40.44 

Vailey.--- ---- 

23.8 

20.23 

TtfocVii nut OH __ 

30.5 

26.08 

YfdMim&n/AA-—------- - 

District 8: 

39.0 

32.56 


21.5 

17.95 

Cassia_ 

34.7 

29.50 

fkwiing _—_____ 

48.5 

40.98 

Temmfi _____— -— 

65.2 

55.42 

Lincoln.-.—__ 

53.5 

44.94 

Minidoka__ 

53.6 

45.56 

Twin Falls______--------- 

67.5 

58.05 

District 9: 

Bannock. - -----------_ 

24.6 

20.54 

Bear Lake___-___-_ 

21.2 

17.38 

Bingham __ 

52.1 

42.98 

Bonneville.--_-_-_ 

28.6 

23.45 

Buttp _-_ 

32.1 

26.48 

Caribou_---------------------- 

26.6 

21.94 

dark _ 

24.8 

19.84 

Custer._ 

42.8 

35.31 

Franklin ___ 

27.9 

23. 44 

FrftTnnnt _ ____ 

33.2 

26.56 

Jefferson __-_ 

47.4 

38.40 

Hid hi ___ 

44.5 

36.27 

Madison_-__ 

30.9 

24.88 

Oneida _ __ 

23.8 

20.11 

Power _-_—— 

" 23.4 

19. 54 

Teton. 

25.5 

20.40 


Illinois 


District 1: 

Bureau. 

Carroll. 

Henry. 

Jo Daviess... 

Lee.. 

Mercer. 

Ogle. 

Putnam. 

Rock Island.. 
Stephenson.. 
Whiteside.... 


Illinois —Continued 


District and county 

195D-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 

(dollars) 

District 4a—Continued 

Sangamon___ 

34.5 

32.95 

Scot.t . __ 

31.7 

29.80 

District 5: 

De Witt_ 

32.6 

30.64 

Logan _ 

34.1 

32.40 

McLean ^ 

33.9 

31.86 

Maeon 

38.4 

36.86 

Marshall _ _ _ 

34.4 

32.34 

Mason __ __ 

29.9 

28.10 

Menard _ 

32.2 

30.27 

Peoria __ ___ _ 

32.7 

30.74 

Stark__ 

33.3 

31.30 

Tare well 

31.4 

29.52 

Woodford ______ 

32.6 

30.64 

District 6: 

Champaign _ 

35.9 

34.28 

Ford_ 

33.1 

31.12 

Troqiiois 

35.4 

34.16 

Kankakee 

36.8 

35.70 

T.jvjngston 

33.6 

31.75 

Piatt 

35.9 

34.28 

Vermilion 

35.4 

33.98 

District 6a: 

Clark. 

29.0 

27. 26 

Clay. 

25. 4 

23.88 

Coles_ 

33.3 

31.64 

Crawford _ 

25.8 

24.00 

Cumberland_ 

30.0 

28. 50 

Douglas _ 

39.0 

37.05 

F.dpar . _ _ 

34.9 

32.80 

Effingham_ 

29.7 

28.36 

Fayette _ 

29.2 

28.18 

Jasper_ 

28.0 

26.18 

Lawrence_ 

26.1 

24.40 

Marion _ 

27.2 

26.25 

Moultrie 

35.4 

33.98 

Riehland_ 

25.2 

23.56 

Shelby_ 

32.4 

31.10 

District 7: 

Alexander. 

26.9 

25.96 

Clinfon _ _ _ 

29 0 

27.98 

Jaekson _ _ 

27.8 

26.82 

Tnhnson . . 

23.9 

21.99 

Monroe. _ _ _ _ 

31.4 

30.30 

Perry_ 

25.4 

24.51 

Pnlaski _ 

26.2 

25.28 

Pandolph. . _ . . . 

28.1 

27.12 

fit. Clair _ _ _ _ 

31.6 

30. 50 

TTnion . _ _____ 

29.6 

28.56 

Washington 

30.0 

28.95 

Williamson ___ _ 

26.8 

25.86 

District 9: 

F.dwards _ _ _ _ 

25. 5 

23.84 

Franklin. 

26.5 

25.57 

Gallatin ___ _ ___ _ _ 

30.6 

28. 61 

Hamilton 

25.1 

24.22 

Hardin 

25.2 

22.68 

Jefferson _ _ _ 

27.2 

26.25 

Massae _ _ _ 

26.2 

24. 76 

Pope. 

25.0 

22.88 

Saline _ 

27.0 

25.11 

Wahash_ 

27.3 

25.25 

Wayne. ______ 

25.6 

23.94 

White _ 

26.4 

24.82 




34.0 

34.8 

33.3 

27.5 

35.4 

28.6 
34.1 

36.6 
28.3 

30.8 

33.7 

30.8 


31.06 
32.54 
31.14 
25.71 

33.46 
26.60 
32.22 
34.40 

26.46 
28.80 
31.51 
28.95 


District 3: 

Boone _ 

33.0 

31.35 

Cook__ 

36.1 

35.20 

De Kalb_ 

36.2 

34.57 

Du Paee_ ______ 

40.6 

39.18 

Grundy. 

36.1 

34.48 

Kane.. 

40.2 

38.80 

Kendall_ 

40.9 

39.26 

Lake.. 

35.7 

34. 81 

La Salle__ 

37.5 

35.62 

McHenrv _ 

34.4 

32.85 

Will... 

38.0 

3a 67 

District 4: 

Adams. 

29.7 

27.47 

Brown. __ 

28.6 

26.60 

Pulton. . 

29.8 

28.01 

Hancock. _ 

30.8 

28.49 

Henderson 

31.9 

29.51 

Knox„ __ 

32.7 

30.58 

McDonough. _ 

31.7 

29.48 

Schuyler__ 

30.4 

28.42 

Warren_ 

30.9 

28.89 

District 4a: 

Bond. 

28.4 
28.1 

27.12 
26.98 

Calhoun. _ 

Cass... 

32.6 
35.0 

30.64 

33.78 

Christian. 

Greene.__ 

32.4 

31.26 

Jersey.. 

32.0 

30.88 

Macounin 

34.5 

33.29 

Madison 

31.0 

29.92 

Montgomery _ 

32.7 

31.56 

Morgan.. 

35.0 

33.25 

Pike.... 

30.8 

28.80 


Indiana 


District 1: 

Pen ten _ . _ 

38.0 

35.91 

Jasper _ _ . _ 

36.4 

35.49 

Lake_ 

35.3 

34.60 

T Porte . _ _ _ 

33.2 

32.54 

Newton _ _ 

37.9 

37.14 

Porter 

35.3 

34.60 

Pnlnski _ _ 

33.5 

32.83 

Starke . _ 

31.0 

30.38 

White _ _ 

37.2 

36. 46 

District 2: 

Carroll _______ ___ 

35.0 

33.08 

Cass _ _ 

33.4 

31.73 

F.lknrt . _ _ _ 

31.3 

29. 58 

Fnl ton 

30.5 

29.74 

Kosciusko _ 

30.9 

29.20 

Marshall 

32.8 

31.98 

Miami _ _ . _ 

33.7 

31.84 

fit. Joseph _ _ 

32.1 

31.14 

Wabash ■ . _ 

31.4 

29.36 

District 3: 

A darns . . .... 

31.3 

28.80 

Allen _ 

34.0 

31.28 

Do Kalb . ... _ 

30.2 

27. 78 

Huntington _ _ 

33.1 

30.45 

Lagrange, .. . _ _ 

32.1 

29.69 

NTohle _ 

30.3 

28.03 

fitepben ... _ 

31.3 

28.80 

Wells.. 

32.4 

29.81 

Whitley. 

31.8 

29.58 
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Indiana —Continued 


District and county 


1959-60 
adjusted 
average 
yield per 
acre 

(bushe s) 


50% pay¬ 
ment 
rate per 
acre 

(dollars) 


District 4: 

Clay_ 

Fountain. 

Montgomery_ 

Owen..._ 

Parke... 

Putnam.. 

Tippecanoe.... 

Vermillion. 

Vigo. 

Warren_ 

District 5: 
Bartholomew. . 

Boone_ 

Clinton... 

Decatur_ 

Grant- 

Hamilton_ 

Hancock_ 

Hendricks. 

Howard.... 

Johnson_ 

Madison.. 

Marion_ 

Morgan. 

Rush.. 

Shelby_ 

Tipton. 

District 6: 

Blackford_ 

Delaware_ 

Fayette_ 

Ilenry_ 

Jay.. 

Randolph_ 

Union_ 

Wayne_ 

District 7: 

Daviess.. 

Dubois_ 

Gibson... 

Greene_ 

Knox_ 

Martin_ 

Pike.. 

Posey.. 

Spencer.. 

Sullivan.. 

Vanderburgh.. 

Warrick_ 

District 8: 

Brown_ 

Crawford.. 

Floyd.. 

Harrison. 

Jackson_ 

Lawrence. 

Monroe_ 

Orange.. 

Perry 


District 9: 

Clark_ 

Dearborn.... 

Franklin_ 

Jefferson_ 

Jennings_ 

Ohio.. 

Ripley.. 

Scott.. 

Switzerland.. 


29.0 

33.0 

34.1 
24.0 
30.7 
30.0 
34.4 

32.3 
29.0 

34.6 

27.7 

33.7 

34.2 

26.8 

34.1 

33.2 

31.7 
33.0 
36.0 

31.6 

34.8 

32.2 

30.4 
26.1 
27:0 

37.1 

32.8 

32.4 

25.7 

31.6 

29.2 

32.7 

26.5 

27.3 

30.1 

24.9 
30.0 

27.4 

31.1 

25.3 

24.8 

29.4 

24.9 
28.0 
28.8 
28.0 

23.8 

23.6 

25.9 
23.6 

24.4 
25.'5 

25.3 

26.3 

21.5 

25.1 

25.2 

23.4 
23.0 

25.8 

21.8 

22.6 
23.6 

23.1 

24.2 


27.12 
30.52 
31.72 
22.08 
28.40 
27.75 
32.34 
31.01 
27.84 
32.87 

26.18 

31.17 
31.98 

25.19 

31.54 
30.71 
29. 48 
30.69 
33.66 

29.39 

32.19 

29.94 
27.97 

24.28 

25.11 

34.32 

30.50 

29.81 
23.90 
29. 39 
26.86 

30.25 
24.64 

25.25 

27.54 

23.28 
28.05 

25.21 
28.77 
23.28 

22.82 

27.49 

23.28 

26.18 
27.36 
26.04 

22.14 

22.42 

25.00 

21.95 
23.18 

24.22 

24.29 
25.25 
20.00 
24.10 

24.32 
21.76 

21.39 

24.12 

20.49 
21.02 
22.06 
21.94 
22.62 


Iowa 


District 1: 

Buena Vista-_ 

28.5 

j 

27.08 

Cherokee_ 

36.5 

34.49 

Clay . 

32.0 

30.56 

Dickinson_ 

22:0 

21.12 

Emmet _ 

26.4 

25.48 

Lyon _ 

25.8 

24.51 

O’Brien _ 

25.4 

24.26 

Osceola_ 

25.6 

24.45 

Palo Alto_ 

27.8 

26.69 

Plymouth _ 

27.3 

25.80 

Poeahontas _ __ r _,_ 

28.0 

26. 74 

fiioiix _ _ 

30.2 

28.54 

District 2: 

Butler _ 

31.4 

29.98 

Cerro Gordo _ 

31.0 

29.92 

Floyd ____ 

26.5 

25.57 

Franklin _ 

33.6 

32.09 

Hancock_ 

30.1 

28.90 

Humboldt_ 

31.5 

30.08 

Kossuth_——_- -_ 

33.9 

32.54 

Mitelmh _ 

28.8 

27.94 

Winnebago...- 

28.5 

27.64 


No. 251— Pt. I-2 
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RULES AND REGULATIONS 


1963 Wheat Stabilization Program —Con. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates—Continued 

Iowa —Continued 


District and county 


District 2—Continued 

Worth.. 

Wright. 

District 3: 

Allamakee.. 

Black Hawk. 

Bremer. 

Buchanan.. 

Chickasaw. .. 

Clayton. 

Delaware. 

Dubuque. 

Fayette. 

Howard.. 

Winneshiek_ 

District 4: 

Audubon. 

Calhoun. 

Carroll. 

Crawford. 

Greene... 

Guthrie. 

Harrison. 

Ida. 

Monona. 

Sac.. 

Shelby. 

Woodbury. 

District 5: 

Boone.. 

Dallas.. 

Grundy. 

Hamilton. 

Hardin. 

Jasper. 

Marshall. 

Polk.. 

Poweshiek. 

Story. 

Tama. 

Webster..... 

District 6: 

Benton. 

Cedar. 

Clinton. 

Iowa.... 

Jackson.. 

Johnson.. 

Jones.. 

Linn.. 

Muscatine... 

Scott.. 

District 7: 

Adair.. 

Adams.. 

Cass. 

Fremont. 

Mills. 

Montgomery. 

Page. 

Pottawattamie. 

Taylor. 

District 8: 

Appanoose. 

Clarke. 

Decatur.. 

Lucas. 

Madison. 

Marion. .. 

Monroe. 

Ringgold. 

Union. 

Warren.. 

Wayne. 

District 9: 

Davis. 

Des Moines. 

Henry. .. 

Jefferson. 

Keokuk.. 

Lee... 

Louisa. 

Mahaska. 

Van Buren. 

Wapello. 

Washington. 


Kansas 


1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 


26.3 

28.7 

31.3 

34.7 

31.2 

27.2 

32.9 

29.9 
31.0 

35.9 

25.4 

26.3 

24.7 

30.4 
30.2 

31.5 

30.1 

27.6 
26.0 

30.8 

30.4 

26.9 
37.0 

35.6 

28.1 

28.5 

25.2 

28.9 

32.8 

30.8 

26.2 

28.5 

29.8 
28.0 

31.4 

29.4 

31.2 

26.8 

32.1 

29.3 

27.9 

32.6 

25.4 

30.9 

25.6 
27.0 

32.4 

27.2 

23.9 

28.4 

30.4 

29.9 

28.6 

26.5 

29.6 

22.4 

24.2 
22.8 

26.2 
20.8 
27.0 
27.2 
21.1 
22.0 

21.7 

25.6 
26.0 

25.1 

32.9 

23.6 

23.4 

22.8 

27.8 

32.8 

26.8 

23.2 
24.9 

27.5 


50% pay¬ 
ment 
rate per 
acre 

(dollars) 


25.51 

27.41 

30.05 
33.14 
29.80 

25. 84 
31.58 
28.40 

29.45 

33.92 
24.26 
25.38 
23. 71 

29.03 

28.69 
29. 92 

28. 74 
25.99 
24.44 

29. 57 

28. 58 

25.69 
34.96 

34.18 

26. 56 

26.93 

23. 56 
27.60 

31.32 

29.42 

24. 76 
27.08 
28.16 

26.32 
29.83 

27. 93 
29.80 

25.46 

29. 69 
27. 25 
26.22 

30.16 
24.00 
29. 20 

24.32 

24. 84 
30.13 

25. 57 

22.70 
26.98 

29.18 

28.70 

27.46 

25.31 

28.42 

21.17 

22.26 

21.32 
24.36 

19. 34 
25.24 

25.30 
19.41 

20. 57 
20.40 

23.94 
24.05 

22.96 
30.27 
21.60 

21.30 
21.20 
25. 72 

30.18 
25.06 
21.23 
22. 78 
25.58 


District 1: 
Cheyenne.. 
Decatur.... 
Graham.... 

Norton. 

Rawlins_ 

Sheridan... 

Sherman... 

Thomas.... 


1963 Wheat Stabilization Program—C on. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates—Continued 

Kansas —Continued 


District and county 


District 4: 

Gove_ 

Greeley.. 

Lane_ 

Logan.. 

Ness.. 

Scott.. 

Trego... 

Wallace. 

Wichita. 

District 7: 

Clark. 

Finney.. 

Ford.. 

Grant.. 

Gray. 

Hamilton. 

Haskell. 

Hodgeman_ 

Kearny. 

Meade. 

Morton. 

Seward. 

Stanton. 

Stevens. 

District 2: 

Clay. 

Cloud. 

Jewell. 

Mitchell. 

Osborne. 

Ottawa. 

Phillips... 

Republic_ 

Rooks. 

Smith.. 

Washington... 
District 5: 

Barton. 

Dickinson. 

Ellis. 

Ellsworth. 

Lincoln.. 

McPherson... 

Marion. 

Rice. 

Rush. 

Russell. 

Saline... 

District 8: 

Barber_ 

Comanche-... 

Edwards. 

Harper. 

Harvey. 

Kingman. 

Kiowa. 

Pawnee.. 

Pratt.. 

Reno.. 

Sedgwick.. 

Stafford.. 

Sumner.. 

District 3: 

Atchison.. 

Brown. 

Doniphan. 

Jackson... 

Jefferson_ 

Leavenworth.. 

Marshall. 

Nemaha.. 

Pottawatomie.. 

Riley__ 

Wyandotte. 

District 6: 

Anderson. 

Chase_ 

Coffey. 

Douglas_ 

Franklin.. 

Geary.. 

Johnson.. 

Linn.. 

Lyon. 

Miami.. 

Morris.. 

Osage. 

Shawnee. 

Wabaunsee. 

District 9: 




Allen...... 

32.0 

28.32 

Bourbon. 

33.6 

30.07 

Butler.. 

27.0 

24.44 

Chautauqua... 

29.9 

27.06 

Cherokee. 

33.6 

29.90 

Cowley. 

34.0 

30.43 

Crawford. 

34.7 

30. 71 

Elk. 

34.7 

30.88 

Greenwood. 



1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 

(dollars) 


33 4 

29.90 


31 0 

27.44 


31 6 

28. 28 


33.3 

29! 64 


25.4 

22.98 


36.6 

32 .58 


29. 6 

26. 79 


29.4 

26! 02 


33.9 

30.00 


24.5 

21.80 


32.7 

29.10 


24.9 

22.41 


32.5 

28.76 


27.5 

24.61 


31.2 

27. 61 


28.0 

24.92 


24.6 

22.26 


32.4 

28.68 


24.3 

21. 62 


25.3 

22.14 


25.0 

22.00 


31.6 

27. 65 


27.2 

23.94 


26.8 

24.79 


25.6 

23. 55 


24.9 

22.91 


23.1 

21.14 


22.9 

20.96 


24.6 

22.63 


26.4 

23.89 


24.7 

22. 72 


24.3 

22.12 


24.9 

22.78 


27.0 

24.98 


24.2 

21.90 


27.1 

24.93 


22.8 

20.64 


24.2 

22.14 


23.2 

21.23 


26.2 

23.98 


26.1 

24.01 


24.0 

21.96 


22.7 

20. 54 


21.4 

19.48 


25.4 

23.37 


26.8 

24.26 


22.5 

20.14 


25.9 

23. 44 


26.8 

24. 52 


27.6 

25.39 


22.1 

20.22 


23.6 

21.36 


26.7 

24.16 


23.2 

21.00 


25.2 

23.06 


28.4 

26.13 


24.8 

22.44 


30.1 

27. 69 


28.2 

27.07 


30.9 

29.51 


29.3 

28.13 


29.1 

27. 64 


28.2 

27.07 


27.2 

26.11 


28.6 

26.88 


30.5 

28.82 


28.2 

26.51 


29.2 

27.45 


31.4 

30.14 


30.0 

28.50 


28.3 

26.32 


28.4 

26.84 


29.9 

28. 70 


29.0 

27.84 


29.9 

27.80 


29.5 

28.32 


27.0 

25.78 


28.7 

26.98 


28.0 

26.88 


26.1 

24.28 


28.8 

27.22 


29.4 

27.93 


27.1 

25.48 


29.0 

27. 26 


25.5 

24.22 


26.2 

24.10 


29.8 

27. 72 


27.5 

25.85 


30.5 

28.06 


26.5 

24.91 


27.9 

25.94 


27.8 

26.00 


1963 Wheat Stabilization Program_ 

Adjusted 1959-60 County Averace II 

Per Acre Payment Rates-Co„Unued H 
Kansas— Continued 


District and county 


District 9—Continued 

Labette.... 

Montgomery.. 

Neosho.. 

Wilson__ 

Woodson... 


1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 


Kentucky 


District 1: 

Ballard.. 

Calloway_ 

Carlisle. 

Fulton_ 

Graves. 

Hickman. 

Livingston... 

Lyon. 

McCracken.. 

Marshall. 

Trigg- 

District 2: 

Caldwell_ 

Christian_ 

Crittenden... 

Daviess. 

Hancock_ 

Henderson... 

Hopkins_ 

Logan_ 

McLean_ 

Muhlenberg. . 

Ohio_ 

Simpson_ 

Todd_ 

Union.. 

Webster.. 

District 3: 

Adair.. 

Allen... 

Barren_ 

Breckinridge.. 

Bullitt.. 

Butler... 

Casey... 

Clinton. 

Cumberland.. 

Edmonson_ 

Grayson. 

Green. 

Hardin. 

Hart__ 

Jefferson_ 

Larue. 

Marion_ 

Meade... 

Metcalfe_ 

Monroe. 

Nelson.. 

Russell. 

Taylor.. 

Warren... 

District 4: 

Boone. 

Bracken. 

Campbell. 

Carroll_ 

Gallatin.. 

Grant_ 

Henry. 

Kenton. 

Oldham. 

Owen.. 

Pendleton. 

Trimble. 

District 5: 

Anderson_ 

Bath..... 

Bourbon_ 

Boyle.... 

Clark_ 

Fayette_ 

Fleming. 

Franklin_ 

Garrard.. 

Harrison. 

Jessamine. 

Lincoln.. 

Madison. 

Mason. 

Mercer.. 

Montgomery. _ 

Nicholas. 

Robertson_ 

Scott.... 

Shelby.... 

Spencer. 


26.5 
30.0 

28.6 
30.2 
26.4 


24.5 
24.0 
24.0 

28.5 

26.5 

27.5 

21.6 

26.5 

25.8 

22.8 

28.8 

27.2 
31.0 

24.2 
25.8 

22.7 

29.2 
25.0 

32.2 

23.8 

22.5 

21.5 
31.0 
31.0 

26.5 

24.5 

25.5 

22.5 

22.6 
23.0 
24.0 
22.5 
22.5 

24.2 

19.4 

22.8 
22.0 
24.0 

23.2 
22.0 
29.0 
21.8 

22.2 

24.5 
22.0 
20.2 
23.0 
20.1 
26.0 
29.0 

22.5 
26.2 

25.5 

22.5 
27.0 

26.5 
26.0 

23.5 

27.5 

24.5 

22.5 

23.5 

21.0 

23.0 

26.0 

21.2 

26.5 

26.5 

21.8 

23.5 

21.5 
25.0 

21.5 
21.0 
23.0 

21.6 
20.6 
24.5 

21.4 

21.5 
25.0 

24.5 
21.3 


50 %pay.| 
ment | 
rate per 1 
acre 

(dollars) 


24.911 
28.20 1 
26.88 1 
28.39 
24.82 


23.0 
22.56 I 

22.56 

26.78 
24.91 
25.85 

20.30 
25.04 
2425 

21.43 

27.22 

25.70 
29.3 
22.75 

24.25 

21.45 

27.45 
23.62 

30.43 

22.37 

21.26 
20.32 

29.45 

29.30 

24.91 
23.0 

24.35 

21.38 
21.47 

21.74 

22.92 
21.26 
21 . ( 

23.23 

18.52 
21.54 
20.90 
23.04 
22.04 
20.90 

27.70 
20.82 

21.31 

23.15 
20.90 
19.29 
22.08 

19.20 
24.96 

27.40 

21.49 

25.15 
24.35 
21.49 

25.78 

25.44 
24.83 

22.44 
26.26 

23.52 
21.60 
22.44 

20.16 
22.08 
25.09 

20.46 

25.57 
25.57 

20.93 
22.66 

20.75 
24.00 
20.75 
20.26 

22.20 
20.74 
19.88 
23.52 
20.64 
20.64 
24.00 

23.40 
20.34 
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1963 WHEAT Stabilization Program—C on. 

. 1959-60 County Average Yields and 

Adjusted Acre Payment Rates—Continued 

Kentucky—C ontinued 

1963 Wheat Stabilization Program—C on. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates—Continued 

Mich ig an—C ontinued 

District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 

(dollars) 

District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 
(dollars) 

1 District 5—Continued 

21.0 

20.26 
25.09 

21.71 
22.08 
17.28 
20.93 

District 4—Continued 

Newaygo...-. 

29.5 

27.1 

30 9 
31.3 

26.40 
23.98 

27.81 
27.86 

Woodford..-.. 

District 6: 

26.0 

22.5 

23.0 

18.1 

21.8 

District 5: 

Clare... 

Gladwin___ 


Gratiot..-. 

Isabella--- 

38.2 

31.2 
32.6 
37.5 
30.4 

34. 76 
27.92 
28.85 

33.75 

27.36 

Greenup.. 

22.8 

21.5 

22.1 

22.00 

20.53 

21.10 

Mecosta_ 

Midland.—. 

Montcalm.. 

Knox..-. 

22.0 

23.5 

21.12 
22.68 
19.10 
20.45 
23.36 

Osceola..—. 

District 6: 

A ron op 

27.3 

29.0 

24.16 

25.38 

Morgan.. 

20.0 
21.3 
24.2 

Bay.- 

Huron. 

36.7 

37.5 

33.03 
33.19 

Rockcastle.. 

23.8 

20.4 

22.96 
19.68 
24.48 
17.67 

Saginaw.... 

Sanilac..- 

37.7 

32.8 
37.7 

34.30 

29. 52 
33.74 


25.5 

18.5 

Tuscola.—-—-- 

District 7: 


21.8 

20.93 

Allegan__— 

31. 5 

31.3 

29.4 

28.82 
30.05 
27.49 




Berrien__- 

Maryland 



Kalamazoo_ 

34.2 

31.80 



Kent--- 

29.3 

31.5 

30.1 

26.66 

28.82 

27.84 

District 1: 



Ottawa--- 

Van Buren___ 

22.5 

22.05 

District 8: 

33.0 

30.20 


26.6 

25.94 

Barry_ 

District 2: 

Branch _ _ 

29.6 

27.23 

27 4 

27.95 

Calhoun_ 

33.3 

31.14 


27.1 

27.64 

Clinton. 

34.0 

30.94 


30.6 

31.21 

Eaton__— 

35.5 

32.48 


26.0 
31. 5 

26.39 
32.13 

Hillsdale. 

29.3 

26.81 


Ingham——_ 

35.7 

32.66 


27. 3 

28.39 

Ionia_ 

37.3 

33.94 


30.2 

30.96 

Jackson_ 

32.2 

29.62 


27.2 

27.61 

St. Joseph_ 

32.0 

29.76 


28.1 

28.80 

Shiawassee_ 

35.7 

32.48 

Washington . . - -_ 

27.2 

27.20 

District 9: 

33.2 

30.21 

District 8: 

Anna A rUBilol 



fxcnc.sp.fi _ __... 

17.8 

20.8 
20.2 

18.16 

Lapeer_!_ 

35.5 

32.30 

AllilC AluilUtl—- 

Pol TTAft 

21. 01 

Lenawee_ 

35.9 

32.85 

PhflrlnQ 

20. 40 

Livingston__ 

32.4 

29.64 


19. 0 

19.28 

Macomb_ 

32.0 

29.44 

x mite vjc-uiB oo—---------------- 

fit A/fflrtN 

22.4 

22. 74 

Monroe_ 

31.6 

29.07 

Piotri of G* 

Oakland ___ 

33.7 

30.66 

1 /isirici V/* 

Parnlinc 

27.1 

27.78 

St. Clair_ 

31.8 

29.10 


28.6 

29.17 

Washtenaw_ 

32.9 

30.10 

U\)l L'ilt/OltJL - ---- — 

Rnmprspt 

26.2 

26.46 

Wayne_ 

28.3 

25.90 

Talbot_ 

28.0 

28. 70 




Wicomico _ 

25.0 

25.50 

Minnesota 

Worker 

25.4 

25.78 


District 1: 

Becker _ 



Michigan 

26.0 

25.74 

Clay- 

28.2 

27.78 




Clearwater. ___ 

25.6 

25.37 

District 1: 



Kittson _ 

26.0 

24.96 

23 8 

21.66 

Mahnomen_ 

27.5 

27.09 

• Ra^nga 

22.9 
22.6 
20. 5 

21.64 

Marshall_—_;_ 

27.3 

26.48 

flhippcyra 

19.21 

Norman_ 

28.0 

27.30 

Delta 

18.66 

Pennington_ 

27.2 

26.66 

Dickinson 

22.2 

20.20 

East Polk-..... 

27.6 

27.05 

Gogebic 

16.1 

20.7 

15.38 

West Polk. 

28.7 

28.12 

Honghton 

19.04 

Red Lake__— 

27.2 

26.79 

Iron 

20.0 

18.30 

Roseau_ 

24.0 

23.16 

Lice . .. - 

15.6 

13.26 

District 2: 

23.0 

23.00 

Mackinac 

23.4 

19.89 

Beltrami_ 

Marquette 

20.1 

18.80 

Cass_._ 

20.1 

20.40 

Menominee 

26.8 

16.8 

24.39 

Hubbard_ 

22.1 

22.10 

Ontonagon 

15.37 

Itasca_ 

23.8 

24.40 

Schoolcraft! 

18.8 

17.11 

Koochiching-.-.. 

24.0 

23.76 

District 2: 

Antrim __ 

Lake of the Woods_ 

25.0 

24.50 

26.1 

22.18 

District 3: 

26.4 

26.00 

Benzie 

18.4 

16.56 

St. Louis__ 

Charlevoix 

25.0 

21.25 

District 4: 

24.4 

24.16 

Emmet 

27.4 

24.2 

17.7 

23.16 

Bigstone_ 

Grand Traverse 

21.06 

Chippewa_ 

23.5 

23.26 

Kalkaska 

15.04 

Douglas_ 

25.0 

24.75 

Leelanau 

22.4 

19.04 

Grant_ 

26.2 

25.94 

Manistee _ 

22.7 

20.09 

Lac Qui Parle. 

22.0 

21.78 

Missaukee 

30.9 

27.19 

East Otter Tail...— 

24.4 

24.28 

Wexford 

22.6 

20.00 

West Otter Tail. 

25.1 

24.98 

District 3: 

Alcona 

Pope _ 

23.5 

23.26 

27.0 

29.3 

22.95 

Stevens_ 

25.8 

25.54 

Alpena 

24.76 

Swift. 

23.5 

23.26 

Chebovgan 

23.6 

15.0 

19.82 

Traverse_ 

25.6 

25.34 

Crawford 

12.82 

Wilkin. 

26.2 

25.94 

Iosco 

25.4 

26.6 

21. 72 
22.48 

Yellow Medicine_ 

23.2 

22.97 

Montmorency 

District 5: 

21.8 

21.58 

Ogemaw 

28.9 

29.6 

25.72 

Benton_——- 

Oscoda. _ 

26.34 

Carver_ 

27.8 

27.52 

Otsego 

21.2 

25.9 

27.8 

17.92 
21 76 

Kandiyohi_ 

25.0 

24.75 

Presaue Isle 

McLeod_ 

28.3 

28.02 

•Roscommon 

23. 77 

Meeker_ 

26.5 

26.24 

District 4: . 

Lake. _ 


Morrison _ 

20.5 

20.81 

23.7 
28 4 

20.98 

Renville_ 

25.4 

25.14 

Mason _ 

25.14 

Scott_ 

27.6 

27.32 

Muskegon_ 

32.6 

29.34 

Sherburne-- 

21.2 

20.99 
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1963 Wheat Stabilization Program —Con. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates—Continued 

Minnesota —Continued 


District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 

(dollars) 

District 5—Continued 

Sibley _ 

27.7 

27.42 

Stearns _ 

23.0 

22.77 

Todd . 

22.5 

22.39 

Wadena_ 

21.2 

21.30 

Wright .— 

27.5 

27.22 

District 6: 

Aitkin. 

21.0 

21.63 

Annka _ _ 

20.0 

19.80 

Carlton————————— 

21.0 

21.63 

G hi.sago _ 

24.0 

23.76 

Grow Wing _ 

19.9 

20.30 

Hennepin __ 

25.0 

24.75 

Isanti _..._-_ 

20.4 

20.20 

Kanabec_-_-_...._ 

25.5 

26.01 

Mijle Txaes __ 

22.5 

22.61 

Pine _ 

21.0 

21.52 

Ramsey _ 

20.5 

20.30 

Washington_ 

26.2 

25.94 

District 7: 

Cottonwood___-_ 

24.0 

23.28 

Jackson. _ 

24.0 

23.16 

Lincoln___ 

23.9 

23. 42 

Lyon _ 

24.0 

23. 76 

Murray _ 

23.0 

22.20 

Nobles _ 

23.5 

22.44 

Pipestone_-_-_ 

23.9 

22.94 

Redwood __ 

24.0 

23.76 

Rock __ 

24.2 

23.11 

District 8: 

Blue Earth __ 

28.4 

28.12 

Brown __ 

25.0 

24. 75 

Faribault _ 

30.8 

29.88 

Freeborn___ 

31.2 

30.89 

Le Sueur_ 

28.5 

28.22 

Martin _ _ 

27.0 

26.19 

Nicollet... 

27.5 

27.22 

Rice _ 

26.3 

26.04 

ptccle _ 

31.7 

31.38 

W aseoa _ 

32.0 

31.68 

Watonwan_ 

24.0 

23.40 

District 9: 

Dakota _ 

27.4 

27.12 

Dodge _ 

29.0 

28.71 

Fillmore _ 

26.0 

25. 74 

Goodhue_ 

26.3 

26.04 

Houston_ 

25.9 

25.64 

Mower _ 

27.6 

27. 32 

Olmsted - _ 

28.0 

27. 72 

Wabasha _ 

26.5 

26.24 

Winona _ 

26.5 

26.24 





Mississippi 


District 1: 

Bolivar_ 

Coahoma_ 

Quitman_ 

Tallahatchie. 

Tunica- 

District 2: 

Benton_ 

Calhoun- 

De Soto_ 

Grenada- 

Lafayette— 

Marshall_ 

Panola_ 

Tate. 

Yalobusha— 
District 3: 

Alcorn.- 

Itawamba— 


Pontotoc. 

Prentiss_ 

Tippah- 

Tishomingo_ 

Union.— 

District 4: 
Humphreys— 

Issaquena. 

Leflore.—. 

Sharkey_ 

Sunflower_ 

Washington— 
Yazoo_ 


28.0 

26.18 

29.0 

27.12 

27.0 

25.24 

27.1 

25.34 

27.0 

25.24 

22.0 

20.57 

21.3 

19.92 

27.5 

25.71 

22.0 

20.57 

21.6 

20.20 

21.8 

20.38 

27.0 

25.24 

27.3 

25.62 

21.4 

20.01 

23.0 

21.50 

23.0 

21.50 

26.6 

24.78 

23.0 

21.50 

25.0 

23.38 

20.5 

19.17 

20.0 

18.70 

19.7 

18.42 

31.0 

28.98 

32.0 

29.92 

31.0 

28.98 

33.0 

30.86 

32.0 

29. 92 

32.0 

29.92 

29.0 

27.12 


District 5: 

Attala.— 

Carroll_ 

Choctaw_ 

Holmes. 

Leake_ 

Madison. 

Montgomery. 

Rankin. 

Scott_ 

Webster_ 


17.3 
25.8 

17.5 

24.5 

23.4 
23.1 


20.5 

23.2 


16.18 
24.12 
16.36 
22.91 
21.88 
21.60 
19.26 
18. 70 
19.17 
21.69 
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RULES AND REGULATIONS 


1963 Wheat Stabilization Program—C on. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates—Continued 

Mississippi—C ontinued 

1063 Wheat Stabilization Program—C on. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates—Continued 

Missouri—C ontinued 

1963 Wheat Stabilization Program—C on I 
Adjusted 1959-60 County Average Yipirtc, , 1 
Per Acre Payment Rates—Continued ^ 1 

Montana—C ontinued 1 

District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 
(dollars) 

District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 
(dollars) 

District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay. I 
Rent 1 
rate per 1 
acre 1 
(dollars) 1 

District 6: 



District 5—Continued 



District 3—Continued 


I 


22.6 

21 13 

Callaway. 

32. 4 

30.30 

Garfield... . 

14.1 

ft 



23.2 

2ll69 

Camden. _. 

23.2 

21.34 

McCone... 

11.92 I 


24.0 

22 44 

Cole... 

30.2 

27.94 

Richland.... 

10.0 
18.9 

13.18 I 


22.0 

20 57 

Cooper..... 

31.4 

29.52 

Roosevelt... 

17 1 

16.16 I 


21.3 

1ft Q2 

Dallas.. 

24.0 

22.20 

Sheridan... 

19! 5 
la 1 

14.70 I 


20.0 

18 70 

Hickory. 

26.6 

25.00 

Valley,... 

16.58 I 


23. 6 

22 06 

Howard. 

29.2 

27.30 

District 5: 

ID. I 

13.44 I 


21. 5 

20 10 

Laclede... 

26.5 

24.25 

Broadwater... 

23.9 



19.3 

18.04 

Maries.. 

26.0 

24. 44 

Cascade.... 

9ft 9 

19.48 I 


Miller. 

26. 5 

24.38 

Fergus_ 

* 0 . i 
Oft Q 

21.36 I 


19. 8 

18. 52 

Moniteau.. 

29.1 

27.21 

Golden Valley_ 

ZO. 6 
21.0 

20.62 


18.0 

16. 83 

Morgan. 

28.3 

26. 46 

Judith Basin.. 

25.4 

17.12 I 


24.3 

22.72 

Osage. 

29.2 

27.30 

Lewis and Clark.. 

21.6 

20.70 ] 


22. 5 

21.04 

Pettis. 

29.7 

28.06 

Meagher.... 

25.3 

17.60 I 


19.0 

17. 76 

Phelps.... 

26.2 

24.60 

Musselshell... 

21.3 

20.62 I 


22.0 

20 57 

Polk... 

28.0 

26.32 

Petroleum.... 

16 3 

17.36 I 


25. 5 

23 84 

Pulaski..... 

22.3 

20.63 

Wheatland __ 

19! 9 

13.28 I 

Lincoln_ 

22. 5 

21.04 

Saline. .. 

29.3 

27.84 

District 7: 

16.22 

Warren_ 

29.5 

27. 58 

District 6: 



Beaverhead... 

25. 4 

1 

Wilkinson_ 

17.0 

15.90 

Crawford... 

22.8 

21.54 

Gallatin... 

28.8 

19.81 

23.47 

District 8: 



Franklin. 

30.0 

28.80 

Jefferson_ 

2l! 1 

Covington _ _ 

22.0 

20.57 

Gasconade. 

29.6 

27.82 

Madison__ 

25'9 

16.98 


20 0 

18 70 

Jefferson... 

28.0 

27.02 

Silver Bow _ 

23! 4 

21.11 

Lawrence _ 

20.0 

18 70 

Lincoln... 

31.8 

30.53 

District 8: 

18.60 


20 0 

18 70 

Montgomery... 

33.0 

31.18 

Big Horn_ 

25.9 


Pike 

22 5 

21 04 

Perry_I.. 

31.4 

29.52 

Carbon. _ 

23! 3 

20.72 
18.99 

IQ ftA 

Simpson.... 

21.0 

19 64 

St. Charles. 

32.6 

31.46 

Park.. 

24 ! 0 

Smith _ 

21.0 

19 64 

St. Francois. 

28.4 

26.84 

Stillwater..... 

22.1 

IV, 00 

10 A1 

Walthall _ ... 

22 5 

21.04 

Ste. Genevieve. 

29.0 

27.55 

Sweet Grass __ 

2l! 3 

AO. Ui 

17.36 

10 RO 



St. Louis. 

32.0 

30.88 

Treasure_ 

23.8 

Clarke___ _ 

25 0 

23 38 

Warren.. 

31.0 

29.76 

Yellowstone _ 

25.9 

IV. DZ 

21.11 


21 8 

20 38 

Washington. 

29.3 

27.84 

District 9: 

George__ 

21.0 

1ft 64 

District 7: 



Carter_ 

14.0 

12.04 

Greene 

20 5 

1ft 17 

Barry...... 

26.4 

24.55 

Custer___ 

19.0 

16.15 


18 0 

16 83 

Barton.... 

26.8 

25.19 

Fallon._ 

14.4 

12.38 

Jasper _ 

17 5 

lfi! 36 

Christian ...... 

25.0 

23.25 

Powder River__ 

22! 9 

19.24 

Jones___ 

20.0 

18 70 

Dade .... 

28.5 

26.79 

Prairie.. 

16.9 

u! 36 

Lauderdale _ . 

17.6 

16 46 

Greene.... 

25.9 

24.08 

Rosebud_ 

19 5 

16.09 

Newton 

18 0 

16 83 

Jasper___ 

29.4 

27.64 

Wibaux_ 

17.6 

15! 22 

Pearl River... 

17.5 

16.'36 

Lawrence. 

27.4 

25.48 


Perry—... 

Wayne_ 

17. 5 
20.0 

16. 36 
18.70 

McDonald_ 

Newton.... 

26.1 
26.1 

24.28 
24.28 

Nebraska 





Stone. 

24.6 

22. 76 




Missouri 

District 8: 

Bollinger. 

26.8 

25.06 

District 1: 






Carter_ 

24.4 

22.69 

Banner _ 

30.0 

25.80 

District 1: 



Dent.... 

21.2 

19.72 

Box Butte. 

30.9 

27.19 

Andrew_ 

28.3 

27.17 

Douglas_ 

18.5 

16.93 

Cheyenne_ 

30.1 

26! 04 

Atchison___ 

27.0 

25. 78 

Howell.. 

20.3 

18.37 

Dawes..__ 

28.9 

25.00 

Buchanan___ 

31.0 

29. 76 

Iron... 

20.7 

19.46 

Deuel... 

30.9 

27.04 

OaldwelP ___ _ ... _ . 

31.6 

30.18 

Madison_ 

21.2 

19.93 

Garden___ 

29.7 

26.14 

Clay. 

31.0 

29. 76 

Oregon_ 

24.6 

22.76 

Kimball... 

27.0 

23.22 

Clinton _ _ . 

31.7 

30.43 

Ozark_ 

21.5 

19.35 

Morrill_ 

27.8 

24.32 

Daviess___ 

29.1 

27. 79 

Reynolds _ 

24.5 

22.54 

Scotts Bluff.. 

29.9 

25.86 

DeKalb. 

31.0 

29. 76 

Ripley. 

22.0 

21.23 

Sheridan.____ 

28.1 

24.59 

Gentry _ _ 

30. 5 

29.13 

Shannon.. _ 

24.6 

22.51 

Sioux_ 

25.7 

22.10 

Harrison.. 

29.7 

28. 06 

Taney_ 

20.0 

18.40 

District 2: 



Holt. 

27.3 

26.21 

Texas... 

22.4 

20.60 

Arthur.. 

20.7 

18.32 

Nodaway... 

30.6 

29.07 

Wayne_ 

24.4 

22.69 

Blaine_ 

10.1 

9.14 

Platte..... 

31.2 

29.95 

Webster.... 

22.6 

20.79 

Boyd_ 

21.3 

19.60 

Ray.... 

33.4 

31.90 

Wright_ 

24.4 

22.32 

Brown.-. 

26.3 

23.80 

Worth.. 

27.2 

25.84 

District 9: 



Cherry __ _ 

24.6 

22.02 

District 2: 


Butler _ _. 

31.0 

30.54 

Garfield..... 

24.8 

22.94 

Adair.... 

31.4 

28.89 

Cape Girardeau 

31.4 

30.46 

Holt_ 

21.0 

19.42 

Carroll. ..... _ 

31.3 

29. 74 

Dunklin 

31.8 

31. 48 

Hooker _ 

10.0 

8.95 

Chariton.. 

30.0 

28.35 

Mississippi-.. 

36.8 

36.25 

Keya Paha.... 

23.7 

21.45 

Grundy.... 

28.0 

26.46 

New Madrid_ 

35.5 

35.14 

Logan_ 

27.1 

24.52 

Linn.. 

30.2 

28.39 

Pemiscot_ 

35.0 

34.65 

Loup __ 

30.5 

28.06 

Livingston___ 

30.8 

29.26 

Scott 

35.4 

34.69 

McPherson_ 

22.8 

20.64 

Macon..... 

28.4 

26.27 

Stoddard. . 

36.0 

35.28 

Rock.... 

21.3 

19.38 

Mercer_ 

30.8 

28.80 




Thomas _ 

16.2 

14.66 

Putnam _ _ . , 

28. 0 

26.18 




Wheeler _ 

23.0 

21.62 

Randolph. 

28.5 

26.50 

Montana 



District 3: 



Schuyler.... 

29.9 

27.51 




Antelope_ 

30.6 

28.61 

Sullivan -_ 

28.6 

26.74 




Boone _ 

31.9 

29.98 

District 3: 

District 1: 



Burt--- 

34.0 

32.64 

Andrain.- _ _ __ _ ... 

33.4 

31.23 

Deer Lodge 

34.3 

27.10 

Cedar_ 

24.0 

22.32 

Clark.. 

26.2 

24.36 

Flathead __ 

32. 6 

26. 40 

Cuming_ 

34.0 

32.47 

Knox__ 

28.9 

26.73 

Granite 

30.2 

24. 46 

Dakota_ 

31.5 

29.77 

Lewis _ . 

26.2 

24.36 

Lake__ __ 

27.1 

21.95 

Dixon_ 

29.2 

27.45 

Marion .. 

29.6 

27.68 

Lincoln_ 

27. 5 

22. 28 

Knox_ 

28.5 

26.36 

Monroe _ 

28. 9 

26.88 

Mineral 

26. 5 

21.86 

Madison_ 

32.3 

30.36 

Pike. 

28.5 

26. 79 

Missoula 

28.1 

23! 18 

Pierce_ 

31.6 

29.70 

Ralls. 

30.9 

28.89 

Powell 

27. 8 

22. 24 

Stanton_ 

31.8 

30.05 

Scotland.. . 

26. 6 

24. 60 

Ravalli 

32. 3 

26.16 

Thurston_ 

30.6 

29.07 

Shelby. 

28.1 

26.14 

Sanders__ 

23.7 

19. 55 

Wayne_ 

31.2 

29.17 

District 4: 



District 2: 


District 5: 



Bates. 

26.4 

25.21 

Blaine_ 

18. 4 

15. 00 

Buffalo_ 

29.5 

27. 44 

Cass.. 

27.7 

26. 59 

Chouteau_ 

27. 2 

22.17 

Custer_ 

29.6 

27.08 

Cedar. _ . 

25.1 

23.84 

Glacier 

24. 6 

20.05 

Dawson_ 

28.6 

26.31 

Henry.. 

26.0 

24.83 

Hill 

22. 7 

18. 50 

Greeley_ 

30.4 

28. 42 

Jackson.. 

29.6 

28. 42 

Liberty 

24.3 

19.80 

Hall .. 

28.8 

26.93 

Johnson.. 

27.6 

26.36 

Phillips 

17*8 

14. 60 

Howard _ 

29.5 

27.58 

Lafayette___ 

31. 2 

29.80 

Pondera 

26! 6 

2l! 68 

Sherman_ 

30.4 

28.27 

St. Clair. 

24.3 

23.08 

Teton_ 

26.6 

21.68 

Valley. 

32.2 

29.78 

Vernon. 

25.5 

24.22 

Toole . 

23. 6 

19.24 

District 6: 


32.54 

District 5: 



District 3: 



Butler. 

33.9 

Benton. 

26.0 

24. 57 

Daniels 

16 4 

13.70 

Cass_ 

34.7 

33.31 

Boone. 

29.2 

27.30 

Dawson. 

16.2 

13.85 

Colfax. 

34.5 

33.12 





































































































































































































































































































Saturday, December 29, 1962 

19G3 Wheat Stabilization Program —Con. 

. i; M atpd 1059-60 County Average Yields and 
Per Acre Payment Rates—Continued 

Nebraska —Continued 


District and county 


District 6—Continued 

Dodge . 

Douglas.- - 

Hamilton . 

Lancaster- - 

Merrick.-- --- 

Platte . 

Sarpy— .— 

Saunders.. . 

Seward - — 

Washington- - 

York . 

District 7: 

Chase- - 

Dundy—. . 

Frontier- - 

Ilayes—-- - 

Hitchcock - 

Keith . 

Lincoln- - 

Perkins... . 

Red Willow - 

District 8: 

Adams .—. 

Franklin -—— 

Furnas—- --- 

Gosper- - 

Ilarlan- - 

Kearney- - 

Phelps- - 

Webster- - 

District 9: 

Clay . 

Fillmore- - 

Gage- -- 

Jefferson.. - 

Johnson .. 

Nemaha - 

Nuckolls - 

Otoe. —.------- 

Pawnee - 

Richardson - 

Saline- - 

Thayer.... -- 


1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 


33.4 

33.3 

28.4 

29.2 
28.0 

31.6 
32.8 

33.4 
33.0 

31.4 

29.3 

32.8 

26.5 

28.1 

27.8 

26.7 

28.6 
29.0 

29.4 

26.5 
28.0 

32.3 

26.8 

25.4 

29.5 

28.9 
30.8 

26.3 

30.4 

24.6 

25.3 

25.1 

25.6 

25.3 

25.6 

28.2 

25.4 
31.0 
28.0 
31.0 

27.6 
25.1 


50% pay¬ 
ment 
rate per 
acre 

(dollars) 


New Jersey 


New Mexico 


District 1: 
Bernalillo.. 
McKinley.. 
Rio Arriba. 
Sandoval... 
San Juan... 
Sante Fe... 

Taos.. 

Valencia... 
District 3: 

Colfax. 

Curry_ 

De Baca_ 

Cuadalupe. 

I larding_ 

Mora_ 

Quay_ 

Roosevelt.. 
San Miguel. 


18.2 

10.2 

15.0 

16.1 

22.5 

17.3 

19.0 

23.1 

18.2 

22.5 
30.0 

15.5 

14.1 
18.8 
15.0 

17.5 

17.2 


32.06 

31.97 
26.70 
28.03 
26. 32 

29.86 

31.16 
31.73 
31.68 
30.14 

27.98 
31.49 
25.04 

24.87 
24.60 

24.16 

25. 46 

25.96 
26.02 
23.85 
24. 78 
39.23 

24.92 
23.37 
26.84 

26. 44 
28.18 
24. 20 

27.97 
22.76 

23.53 

23.59 
24.32 
23. 78 
24.32 
26.79 
23.62 
29. 76 
26.46 
29.30 
26.22 

23.60 


15.38 
7.86 
11.48 
13.60 
14.85 
14.36 
15.20 
18.94 

15.29 
20.14 
26.10 

13. 48 
12.12 
15.88 
13.42 
15. 49 

14. 54 


District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 

(dollars) 

District 3—Continued 

Torrance ___ 

15.0 

12.90 

Union_ 

14.5 

12.54 

District 7: • 

Catron. _ __ 

15.0 

12.00 

Orant 

30.8 

23.72 

_ - - 

29.6 

24.72 

Lima _ _ 

27.0 

22. 54 

Sierra____ 

28.4 

24.00 

Socorro __ 

16.0 

13.52 

District 9: 

Chaves - - - 

38.1 

33.34 

Dona Ana __ 

36.0 

30. 42 

Eddy _ 

37.3 

32. 45 

T,f»a . ___ 

18.2 

16.20 

T An coin __ 

18.0 

15. 48 

Otp.ro ____ 

24.5 

21.07 




District 2: 

RprppTi _ 

29.6 

30.19 

F.rspx 

29.7 

30.30 

HiintArdnn 

30.6 

30.90 

Morris _ ___ 

29.4 

29.84 

Pflssnio 

29.4 

29.70 

Somerset. ‘ _ _ 

29.2 

29.64 

Sussex _ _ 

29.6 

30.04 

Union 

28.3 

28.86 

Warren _ 

32.5 

32.66 

District. 5: 

Burlington . 

33.0 

33.66 

Mercer 

33.5 

34.17 

Middlesex _ 

33.5 

34.17 

Monmouth _ 

33.5 

34.00 

Ocean , - 

31.0 

31.46 

District 8: 

Atlantic _ . 

25.0 

25. 38 

Camden _ . 

26.6 

27.26 

Cape May _ _ _ 

24.2 

24.32 

Cumberland _ 

32.0 

32.64 

Gloucester _ 

28.4 

29.11 

Salem . , . ,. . _ _ 

34.0 

34.85 



FEDERAL REGISTER 

1963 Wheat Stabilization Program —Con. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates—Continued 

New Mexico —Continued 


New York 


North Carolina 


District 1: 
Alleghany. 

Ashe. 

Avery. 

Caldwell.. 

Surry. 

Watauga.. 

Wilkes.... 

Yadkin... 


District 2: 

Jefferson . 

24.7 

24.20 

T-iewis __ 

27.4 

26.99 

St T 'awTcncf*- ..... 

27.8 

27.10 

District 3: 

Clinton ___ 

26.0 

25. 48 

Essex _ 

32.0 

31.84 

Franklin __ 

26.0 

25.09 

District 4: 

"Erie __ 

30.2 

Jfe. 74 

Genesee __ 

33.2 

33.04 

Livingston_ 

33.5 

33.33 

Monroe _ _ _ 

33.0 

32.84 

Niagara 

31.6 

31.44 

Ontario.. _ 

33.8 

33.63 

Orleans _ __ 

33.1 

32.77 

Seneca __ 

34.1 

33.93 

W ayne _ _ 

30.0 

29.85 

Wyoming _ 

32.2 

32.04 

Yates . __ 

33.3 

33.14 

District 5: 

Cayuga _ _ 

34.0 

33.83 

Chenango ___ 

32.1 

31.94 

Cortland. __ 

35.0 

34.82 

Herkimer _ 

31.0 

31.31 

Madison __ 

32.3 

32.14 

Oneida _ ___ 

34.8 

34.98 

Onrmdaga .... 

33.0 

32. 84 

Oswego __ 

28.3 

28.16 

Otsego _ 

30.6 

30. 76 

District 6: 

Albany _ __ 

28.8 

29. 66 

Fnl ton 

27.8 

27. 80 

Montgomery __ _ 

31.6 

32. 39 

Rensselaer_ 

29.5 

30.24 

Saratoga __ _- 

31.4 

32. 03 

Schenectady_ 

27.4 

28.08 

Schoharie.. _ 

31.0 

31.46 

Washington _ 

29.8 

30.24 

District 7: 

Allegany_ 

29.5 

29.20 

Cattaraugus _ __ 

31.8 

31.00 

Chautauqua_ 

30.2 

28.84 

Steuben _ 

29.6 

29. 45 

District 8: 

Broome _ 

30.8 

30.64 

Chemung _ __ 

30.6 

30.44 

Schuyler_ 

29.5 

29.35 

Tioga . _ 

30.8 

30.64 

Tompkins_____ 

33.0 

32.84 

District 9: 

Columbia_ 

30.0 

30.60 

Delaware_ 

31.8 

31.80 

Dutchess _ 

29.0 

29.29 

Greene __ 

30.5 

30. 96 

Orange_ 

27.5 

27. 78 

Rockland. _ _ 

27.5 

27.64 

Sullivan_ 

28.4 

27.98 

Ulster . _ 

29.8 

30.10 

Westchester _ 

32.5 

32.99 

District 9: 

Nassau . . _ 

28.1 

28.10 

Suffolk. 

33.0 

32. 67 
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1963 Wheat Stabilization Program — C on. 

Adjusted 1959-00 County Average Yields and 
Ter Acre Payment Rates — Continued 

North Carolina— Continued 


District and county 


1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 


District 4: 

Buncombe... 

Burke.... 

Cherokee-.. 

Clay.. 

Graham_ 

Haywood.. 

Henderson_ 

Jackson_ 

McDowell.. 

Macon__ 

Madison. 

Mitchell. 

Polk.. 

Rutherford. 

Transylvania_ 

Yancey. 

District 2: 

Alamance. 

Caswell.... 

Durham. 

Forsyth.... 

Franklin- 

Granville... 

Guilford. .. 

Orange. 

Person..... 

Rockingham.... 

Stokes__ 

Vance. 

Warren.. 

District 5: 

Alexander_ 

Catawba. 

Chatham. .. 

Davidson.. 

Davie.. 

Iredell. 

Lee. 

Randolph. 

Rowan. 

Wake. 

District 8: 

Anson. 

Cabarrus- 

Cleveland. 

Gaston.... 

Lincoln. 

Mecklenburg... 

Montgomery.... 

Moore. .. 

Richmond. 

Stanly. 

Union. 

District 3: 

Bertie. 

Camden... 

Chowan.. 

Currituck.. 

Edgecombe. 

Gates__ 

Halifax. 

Hertford_ 

Martin.. 

Nash_ 

Northampton... 

Pasquotank. 

Perquimans. 

Tyrrell. 

Washington_ 

District 6: 

Beaufort.,_ 

Carteret_ 

Craven.. 

Greene. 

Hyde--- 

Johnston.. 

Jones.. 

Lenoir.. 

Pamlico.. 

Pitt. 

Wayne.. 

Wilson. .. 

District 9: 

Bladen.. 

Brunswick. 

Columbus_ 

Cumberland... 
Duplin. 




Hoke . _ 

25.4 

25.14 

New Hanover.. 

23.4 

23.16 

Onslow. 

21.5 

21.28 

Pender... 

21.8 

21.58 

Robeson .— 

23.8 

23.9 
24.1 

23. 56 
23.66 
23.86 

Sampson_ 

Scotland___ 


24.2 

23.96 



50% pay- 
. ment 
rate per 
acre 

(dollars) 


24.5 

24.26 

22.1 

21.88 

21.0 

20. 79 

20.0 

19.80 

18.2 

18.02 

22.2 

21.98 

22.5 

22.28 

19.8 

19.60 

18.2 

18.02 

23.5 

23.26 

20.2 

20.00 

19.0 

18.81 

21.0 

20. 79 

21.9 

21.68 

20.9 

20.69 

20.3 

20.10 

25.0 

24.75 

22.9 

22.67 

23.5 

23.26 

24.5 

24. 26 

24.1 

23.86 

22.7 

22.48 

24.6 

24.36 

22.9 

22. 67 

22.5 

22.28 

24.0 

23.76 

23.2 

22.97 

23.2 

22.97 

21.7 

21.48 

22.0 

21.78 

24.5 

24.26 

22.1 

21.88 

23.2 

22.97 

25.3 

25.04 

23.0 

22.77 

25.8 

25. 54 

24.9 

24. 65 

25.9 

25.64 

26.5 

26. 24 

21.5 

21.28 

20.0 

19.80 

22.8 

22.57 

21.1 

20.89 

23.1 

22. 87 

21.8 

21. 58 

18.4 

18.22 

20.8 

20.69 

18.2 

18.02 

20.8 

20.59 

22.5 

22.28 

26.8 

26.53 

31.8 

31.48 

28.8 

28. 51 

30.6 

30.30 

26.7 

26. 44 

26.2 

25.94 

26.5 

26.24 

25.2 

24.95 

26.2 

25.94 

28.2 

27.92 

26.6 

26. 34 

31.8 

31.48 

30.5 

30.20 

27.0 

26.73 

29.4 

29.10 

28.0 

27.72 

25.4 

25.14 

24.5 

24.26 

30 0 

29.70 

31.0 

30. 69 

26.2 

25.94 

24.5 

24.26 

29.2 

28.91 

28.0 

27.72 

27.2 

26.93 

29.2 

28.91 

30.8 

30. 49 

24.2 

23.96 

25.2 

24.95 

24.8 

24. 55 

23.3 

23.06 

28.1 

27.82 

27.2 

26.93 

23.0 

22. 77 

25.0 

24. 75 

23.5 

23.26 

24.2 

23.96 

24.7 

24. 46 

24.8 

24-55 

26.4 

26.14 
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RULES AND REGULATIONS 


1963 Wheat Stabilization Program — C on. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates — Continued 

North Dakota 



1959-60 

50% pay¬ 

District and county 

adjusted 

ment 

average 

rate per 


yield per 

acre 


acre 

(dollars) 


(bushels) 

District 1: 



Burke. 

17.8 

16.0 

17.0 

19.7 

20.2 

16.0 

15.84 
14.08 
15.13 
17.54 
18.08 
14.16 

Divide. 

Mountrail... 

Renville.... 

Ward_ 

Williams. 

District 2: 

Benson...... 

20.2 

19.0 

16.7 

18.58 
17.00 
15.12 

Bottineau_ 

McHenry_ 

Pierce... 

16.7 

18.9 

15.28 

17.20 

Rolette.. 

District 3: 

Cavalier.. 

23.8 
29.1 

22.14 
28.08 
22.78 
27.08 
20.64 
21.04 
25.12 

Grand Forks _ 

- Nelson. 

24.1 
28.5 

22.2 
23.0 
26.3 

Pembina.. 

Ramsey. 

Towner. 

Walsh. 

District 4: 

Dunn. 

16.8 

17.2 

18.3 

17.3 
15.7 

14.87 
14.96 
16. 56 
15.48 

14.13 

McKenzie... 

McLean. 

Mercer. 

Oliver. 

District 5: 

Eddy.. 

21.6 

24.5 

15.8 

17.4 

21.4 
22.0 

20.20 

23.15 

14.70 

16.01 
20.22 

20. 46 

Foster. 

Kidder.... 

Sheridan. 

Stutsman. 

Wells.. 

District 6: 

Barnes.. 

24.4 
26.0 
26.3 

28.5 

30.5 

23. 42 

25.22 

25.12 

27.22 

29.43 

Cass__ 

Griggs.... 

Steele... 

Traill... 

District 7: 

Adams. 

15.7 
16 6 

13.98 

13.80 

14.78 

15.66 

17. 71 
17.58 

16. 46 

Billings.. 

Bowman.. 

16.7 

18.0 

19.9 

20.2 

18.5 

Golden Valley. 

Hettinger. 

Slope.. 

Stark..... 

District 8: 

Burleigh. 

16.4 

15.3 

15.8 

15.7 

14.2 

15.00 
14.08 
14.06 t 
14.13 
12.78 

Emmons. 

Grant. 

Morton. 

Sioux..... 

District 9: 

Dickey. 

20.6 

20.0 

16.0 

15.1 

20.1 

24 4 

19.88 

19.00 

14.96 

14.12 
19.40 
24.16 
22.05 

La Moure. 

Logan. 

McIntosh. 

Ranson... 

Richland. 

Sargent. 

22.5 



District 1: 

Allen. 

Defiance. 

Fulton... 

Hancock_ 

Henry. 

Lucas.. 

Paulding. 

Putnam.. 

Van Wert.... 

Williams_ 

Wood.. 

District 2: 

Ashland.. 

Crawford_ 

Erie. 

Huron. 

Lorain. 

Ottawa_ 

Richland_ 

Sandusky_ 

Seneca.. 

Wyandot_ 

District 3: 
Ashtabula.... 
Columbiana.. 
Cuyahoga.... 

Geauga_* 

Lake.. 

Mahoning.... 

Medina.. 

Portage. 

Stark. 


33.2 

30.9 
34.0 

33.2 

36.4 
37.0 

31.2 

33.9 
35.0 
32.0 
35.6 

30.0 

31.5 

32.8 

30.8 

29.5 

31.6 

29.2 

33.8 

31.8 

33.5 

26.5 

30.7 

27.1 

27.7 

25.7 

29.8 

30.2 
28.0 
30.1 


30.54 
28.28 
31.11 
30. 71 
33.30 
34.04 
28.70 

31.19 

32.20 

29.44 
32. 93 

27.90 
29.14 
30.34 
28.49 

27.44 
29.23 
27.16 
31.26 
29. 42 
30.99 

25.04 
28. 70 

25.20 
26.18 
24.03 
28.01 
28.08 
26.04 
28.00 


1963 Wheat Stabilization Program—C on. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates—Continued 

Ohio—C ontinued 

1963 Wheat Stabilization Program—C on 

Adjusted 1959-60 County Averaeo vi„i, 

Per Acre Payment Rates-^ontim!^ *“* 

Oklahoma—C ontinued 

District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 

(dollars) 

District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay. 
ment 
rate per 
acre 
(dollars) 

District 3—Continued 

Summit.. 

29.4 

27.34 

District 4: 

Beckham 


■ 

Trumbull.--__ 

27.7 

26.18 

Blaine 

23.9 

21.63 

Wayne. 

30.4 

28. 27 

Custer 

24. 8 

22.44 

District 4: 


Dewey. 

24.0 

91 7 

21.72 

Auglaize.___ 

32.8 

30.18 

Roger Mills 

•L 1 

19.53 

Champaign_•_ 

35.8 

32. 76 

Washita 

20.2 

18.18 

Clark.. _ 

35.0 

33.5 

32.02 
31.16 

District 5: 

Canadian 

25.6 

23.17 

Darke___ 


Hardin... 

33.8 

32.5 

31.26 
29. 74 

Cleveland.. 

Creek. 

28.2 
21.5 
17 n 

25.52 

Logan.... 

19.46 

Mercer.__ 

33.2 

30. 54 

Grady 

1 #. u 

15.38 

Miami__ 

35.0 

32.20 

Kingfisher 

28.4 

25.70 

Shelby___ 

33.8 

31.10 

Lincoln 

25.6 

23.17 

District 5: 

Delaware __ 

Logan__ 

20.4 
27.3 
27.3 

18.46 

24.70 

31.8 

29. 42 

McClain 

Fairfield.... 

27.5 

25. 44 

Okfuskee 

24.70 

Fayette..... 

29.5 

26.99 

Oklahoma 

20.2 

18.28 

Franklin__ 

29.8 

27. 56 

Payne 

26.9 

24.34 

Knox.... 

26.0 

24.05 

Pottawatomie 

22,6 

20.46 

Licking... 

28.0 

25.90 

Seminole 

27.0 

21.0 

2144 

19.00 

Madison.. 

33.0 

34.2 

30.36 
31.64 

District 6: 

Adair 

Marion. .... 

21.8 

23.2 

26.4 


Morrow.... 

30.0 

27. 75 

Cherokee 

19.73 

21.23 

Pickaway___ 

27.2 

25.02 

Haskell.. 

Ross... 

24.2 

22.26 

Hughes 

23.89 

Union.. 

31.2 

28.86 

McIntosh. 

24.5 

24.2 
25.4 

21.6 

20.3 

25.4 

22,17 

District 6: 

Belmont. 



Muskogee. 

21.90 

99 QQ 

28.6 

26.60 

Okmulgee 

ll % Vo 

Carroll. 

28.8 

26. 78 

Pittsburg 

19.55 

Coshocton... 

26.8 

24.92 

Sequoyah 

18.37 

Harrison. 

28. 0 

26.04 
26. 78 

District 7: 

Caddo 

22.98 

Holmes. 

28.8 

26.1 

21.8 

23.5 
25.9 
26.1 

27.5 

27.6 
27.0 


Jefferson... 

30.2 

28. 24 

Comanche 

23.62 

Tuscarawas. 

29.0 

26. 74 

Cotton 

19.73 

District 7: 


Greer..... . 

21,27 
23.44 
23.62 



Harmon__ 

Butler.... 

27.0 

24. 70 

Jackson 


Clermont.. 

24.0 

21.96 

Kiowa 

24.89 

2198 

2144 

Clinton. 

27.2 

24.89 

Tillman 

Greene. 

29. 2 

26.72 
24. 70 

District 8: 

Atoka 

Hamilton. 

27.0 

25.0 
24.2 
24.5 
21.4 
27.1 

22.62 
21.90 
22.17 

19.36 
24.52 

20.36 
19.28 
16.74 
17.56 

25.98 

21.99 
22.54 

Montgomery.. 

31.0 

28.36 

Bryan 

Preble. 

29.0 

26. 54 

Carter 

Warren.. 

25.0 

22.88 

Coal 

District 8: 

Adams. 


Garvin. 

22.5 


Jefferson.... 

22.5 

20. 59 

J ohnston 

21.3 
18.5 

19.4 
28.7 
24.3 
24.9 

Brown . . 

21.0 

19. 22 


Gallia . . 

26.6 

23. 42 

Marshall 

Highland . 

24.0 

21.96 

Murray 

Jackson. . . 

23.8 

21. 78 

Pontotoc 

Lawrence . 

27.5 

25.16 

Stephens 

Pike . . 

22.0 

23.9 

20.13 
21.87 

t \«ri f**! 4- O • 

Scioto. . . 

district y. 

Choctaw 

22.7 

18.5 

20.54 
16.74 

District 9: 

Athens . 


Latimer _ _ 

25.5 


Le Flore ... 

25.8 

23.35 

23. 59 

AT priiiftftln 

27.6 

19.0 

24.98 

17.20 

Guernsey . 

26.0 

24.18 

iVItL'UI UU11-.... ................. 

Pushmataha 

Hocking... 

24.0 

22.7 

25.6 

22. 20 
20. 77 
23.81 


M^eigs 




Monroe.. . .. 

Oregon 

Morgan. 

25.9 

24.08 
24.18 
24.18 




Muskingum . 

26.0 

District 1: 

Benton 



Noble . 

26.0 

31.6 

31.9 

30.2 

31.4 

29.0 

28.44 

29.35 

27.48 

Perry . 

26.5 

24.51 

Clackamas 

Vinton . 

24.8 

22.94 

Columbia 

Washington . 

25.5 

23.72 


27.79 
26.10 


Linn_ ____ 




Marion ____ 

36.4 

33.30 

Oklahoma 



Multnomah. . . . .. 

36.6 

34.22 



Polk....... 

36.6 

33.30 




, Washington ..... 

36.0 

33.48 

District 1: 

Beaver _ _ 



Yamhill ... 

35.7 

32.84 

19.7 

19.4 
18.9 
19.0 

20.4 

17.54 
17 07 

District 2: 

29.42 

Cimarron 

Gilliam. ... 

31.8 

Ellis . 

16.92 

Hood River. .. 

25.8 

23.86 

Harper 

16 82 

Morrow __- 

30.5 

28.06 

Texas 

18! 16 

Sherman ...... 

35.6 

33.11 

District 2: 

Alfalfa _ 

W asco ____ 

33.9 

32.04 

27.6 
26.9 
26.5 
29. 4 

24.98 
24 34 

District 3: 


33.35 

Garfield 

Baker. .. 

37.9 

Grant 

23! 98 
26 76 

Umatilla --- 

39.8 

36.42 

Kay 

Union ... 

42.7 

38.00 

Major 

24! 5 
27.1 
24.8 

22.17 
24. 52 

22 32 

Wallowa ---- 

31.6 

27.65 

Noble- _ ___ 

District 7: 

22.2 

19.09 

Woods 

Douglas .... . 

Woodward 

20.1 

17.* 99 

Jackson. . . 

32.9 

27.64 

District 3: 

Craig. .. 


Josephine.. _ 

28.4 

23.43 

23.6 
23.8 

22.06 
22.14 
20.35 

22 91 

District 8: 

45.1 

41.26 

Delaware 

Crook. .. 

Mayes 

22 ! 0 

Deschutes. .. 

38.2 

34.96 
24.52 

N o wata 

24. 5 

Grant .... 

26.8 

Osage 

26 8 

24! 52 
22.44 
22.54 

90 A A. 

Harney ... 

21.2 

17.81 
32.36 
27.39 

Ottawa 

24.'0 

OA Q 

Jefferson ...- 

34.8 

Pawnee 

Klamath ... 

30.1 

Rogers 

22 1 

Lake ...-. 

23.4 

21.18 

44.20 

24.06 

Tulsa 

26! 3 

24 20 

Malheur.. 

51.7 

Wagoner 

23 1 

2l! 25 
24.40 

Wheeler__ 

26.3 

Washington... 

26! 1 



— 
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Saturday, December 29, 1962 


1963 Wheat Stabilization Program —Con. 
t .. 195^-60 County Average Yields and 

AdjU per Acre Payment Rates—Continued 

PENNSYLVANIA 


1063 Wheat Stabilization Program —Con. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates—Continued 

South Carolina —Continued 


1963 Wheat Stabilization Program —Con. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates—Continued 

South Dakota —Continued 


District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 
(dollars) 

District 1:^ 

25.8 

24.38 


26.7 

21.5 

25.23 
20. 42 

Mercer.—. 

27.1 

25.9 

25.61 
24. 48 


26.6 

25.14 

District 2:^ 

26.6 

26.34 


23.0 

22.31 


29.1 

28.37 

(Jim tun--—-- 

25.7 

24.93 

Lycoming.- 

26.0 

27.3 

25.48 

26.48 


28.5 

27.50 


24.5 

24.38 


26.8 

26.53 

District 3: 

28.3 

28.02 


28.0 

27.72 


26.8 

26.40 


25.7 

25.57 

District 4: 

25.2 

24.19 


28.5 

27.08 


28.8 

27.50 


25.6 

24.45 

Indiana. 

27.1 

26.15 


25.6 

24.70 


28.6 

27.17 

District 5: 

30.9 

29.98 

Cambria__——_ 

25.8 

24.90 

Centre___________________—-— 

28.2 

27.50 

Clearfield _ 

24.3 

23.45 

Oolum bia. _ _ ^....- 

27.5 

27.36 

TWmnhin 

26.5 

26.37 

Huntingdon_ ______________ 

27.6 

27.05 

Juniata. „ __ ____ 

27.2 

26.79 

Mifflin ___ 

29.7 

29.26 

Mnntnnr ________________ 

24.3 

23.94 

Northuiiil^erlftnd L 

27.0 

26.60 

Perry___ -_-__ 

26.7 

26.56 

Snyder _ 

25.7 

25.32 

District 6: 

Carbon-- 

Lehigh .. 

27.4 

25.3 

31.1 

26.99 

25.30 
31.41 

Tjlyprnft __ __ 

26.1 

25.84 

_ _ _ 

28.6 

28.60 

Northn.mpt.nn __ __ ___ 

33.9 

34. 24 

Pike.. 

PchtiylkOI ,.- - 

24.7 

26.4 

24.20 

26.27 

District 7: 

Allegheny .- 

28.5 

27.08 

Fayette _ __ . - - ’ 

28.6 

27.60 

Green c m — - —■ 

25.4 

24. 26 

Somerset . __ 

27.2 

26.38 

Washington ___ 

29.2 

27.74 

Westmoreland . _ ___ 

27.7 

26.59 

District 8: 

Adams . . . . 

26.1 

26.36 

Bedford __ _____. 

27.4 

26.72 

Cumberland _ . 

27.6 

27.60 

Franklin _—, _ _ _ 

27.0 

27.00 

Fulton_;_ 

24.6 

24.36 

York... .. 

29.2 

29. 49 

District 9: 

Berks_ _ _—. 

28.6 

28.88 

Bueks . _ .. r - 

30.0 

30.60 

Chester . r - r 

33.6 

34.10 

Delaware _ __ „ 

33.7 

34.38 

Lancaster. __ 

34.6 

34.94 

Lebanon. __ _ 

31.5 

31.50 

Montgomery. __ 

29.8 

30. 40 

Philadelphia _ 

29.5 

30.09 


South Carolina 


District 1: 

Anderson.__ __ 

22.4 

21.95 

Cherokee. __ ,, .. 

20.8 

20.38 

Greenville. _ _ ... 

21.2 

20. 78 

Laurens.. 

23.1 

22.64 

Oconee _. ... L 

19.9 

19.50 

Pickens_ 

20.4 

19.99 

Spartanburg _ 

20.5 

20.09 

Union_ 

20.0 

19.60 

District 2: 

Chester_ 

22.6 

22.15 

Fair held_ 

22.2 

21.76 

Kershaw... _ 

24.0 

23. 52 

Lancaster _ 

21.7 

21.26 

Ttork_ 

21.3 

28.88 

District 3: 

Chesterfield- 

22.8 

22.34 

Darlington _ _ 

24.0 

23. 52 

Dilion _ 

24.8 

24.30 


District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 

(dollars) 

District 3—Continued 

Florence _ _-_ 

22.4 

21.95 

Georgetown_____ 

21.6 

21.17 

Horry _ _ 

26.2 

25.68 

Marion_._ 

Marlboro _ ______ 

24.8 

26.5 

24.30 

25.97 

Williamsburg-._-__ 

23.3 

22.84 

District 4: 

Abbeville _ 

22.4 

21.95 

Aiken _ __ 

21.2 

20.78 

Edgefield_ 

22.8 

22.34 

Greenwood _ 

22.0 

21.56 

McCormick.... 

Newberry _ 

19.6 

23.4 

19.21 
22.93 

Snliida_ _ __ 

22.2 

21.76 

District 5: 

Calhoun-__ 

24.6 

24.11 

Clarendon_ 

22.8 

22.34 

T^ee __ 

24 3 

23. 82 

Lexington_ 

20.1 

19.70 

Orangeburg_ 

21.3 

20.88 

Richland _ 

24.8 

24.30 

Sumter _____-_ 

22.4 

21.95 

District 8: 

Allendale_ 

23.1 

22.64 

Bamberg _ 

22.5 

22.05 

Barnwell _ 

22.2 

21.76 

Bean fort __ _ 

25.0 

24.50 

Berkeley___ 

24.8 

24.30 

Charleston___ 

27.6 

27.05 

Colleton___ 

24.2 

23. 72 

Dorchester _ 

25.3 

24.80 

Hampton __ _ 

26.0 

25. 48 

Jasper ,..., _ 

22.9 

22.44 





South Dakota 


District 1: 

RuttA - __ 

21.0 

18.06 

Corson _ 

15.0 

13.50 

Dewey _ ___ 

17.0 

15.22 

Harding ___ 

15.4 

13.63 

Perkins_______ 

15.0 

13.35 

Ziebach _ _ 

17.0 

15.04 

District 2: 

Brown___ 

18.8 

18.05 

Campbell___-_ 

17.3 

16.09 

Edmunds_ 

17.5 

16.45 

Faulk . 

19.0 

17.67 

McPherson___ 

16.6 

15.52 

Potter ___ 

20.1 

18.39 

Spink _ 

18.1 

17.20 

Walworth _ 

18.7 

17.20 

District 3: 

Clark .— 

18.0 

17.37 

Codington__ 

18.5 

17.94 

Day - __ 

19.5 

18.92 

Den el ___ 

20.4 

19.68 

Grant____ 

20.5 

2a 19 

Hamlin_-_ 

20.0 

19.20 

Marshall.—___-_ 

19.7 

19. 21 

Roberts ___ 

21.0 

20.68 

District 4: 

Haakon ___ 

28.9 

25.72 

Jackson_____ 

29.5 

26.11 

Lawrence.__-___ 

22.7 

19.52 

Meade __ 

20.6 

18.02 

Pennington. ____ 

23.5 

20.56 

Stanley___ 

27.5 

25.30 

District 5: 

Aurora _ ___ 

21.3 

19.49 

Beadle. __ 

17.0 

16.06 

Brule . _ 

24.4 

22.08 

Buffalo ____ 

22.2 

20.09 

Hand __ 

20.7 

19. 36 

Hughes _ _ 

21.8 

20.06 

Hyde 

20.7 

19.15 

Jerauld___-_ 

17.4 

16. 36 

Sully _ ___ 

22.4 

20.38 

District 6: 

Brookings _ 

20.6 

19.68 

Davison ___ 

21.7 

20.29 

Hanson ___ 

21.6 

20.30 

Kingsbury_ 

18.9 

18.05 

Lake __ 

21.0 

19.95 

McCook _ 

21.6 

20. 41 

Miner ___ 

18.5 

17. 48 

M innehaha.____ 

21.1 

20.04 

M nnd y -_ 

23.0 

21.96 

Sand born _ _ 

17.4 

16.36 

District 7: 

Bennett _ 

33.1 

29.30 

Custer.__ _ 

19.2 

16. 51 

Fall River_ 

26.2 

22.40 

Shannon_ 

30.4 

26.60 

Washabaugh___ 

31.8 

28.14 

District 8: 

Gregory.—____ 

25.7 

23. 52 

Jones.... 

27.1 

23.98 


District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 

(dollars) 

District 8—Continued 

Lyman ___ 

28.8 

25.78 

Mellette___ 

27.1 

24.39 

Todd _ . 

27.9 

25.11 

Tripp_____ 

29.9 

27.06 

District 9: 

Bon Homme _ 

19.8 

18.32 

Charles Mix __ 

22.0 

20.13 

Clay _ 

23.6 

22.30 

Douglas___ 

22.0 

20.24 

Hutchinson_ 

19.8 

18.32 

Lincoln_____ 

20.9 

19. 75 

Turner - _ _ 

21.6 

20.41 

Union -__ _ 

23.2 

21.92 

Yankton__ 

20.8 

19.45 




Tenn essek 


District 1: 

Dyer _____ 

26.9 

25.28 

Lake ... 

36.3 

34.12 

Lauderdale _ 

30.0 

28.20 

Ohinn .... __ 

27.9 

26.22 

Shelby _ 

24.5 

23.03 

Tipton __ 

26.2 

24.63 

District 2: 

Carroll ___ 

20.6 

19.46 

Chester __ 

21.6 

20. 41 

Crockett. ___ 

24.4 

22.94 

Fayette... 

Gibson _ _ 

22.0 

20.2 

20.68 

18.99 

Hardeman _ 

26.6 

25.14 

Haywnnd _______ 

21.8 

20. 49 

Henderson _ 

22.5 

21.38 

Henry ____ 

23.5 

22.21 

McNairy ..... , __ 

22.0 

20.79 

Madison _ 

23.0 

21.62 

Weakley_______ 

21.4 

20.12 

District 3: 

Benton . -_ 

19.9 

18.90 

Cheatham. ..._____ 

23.7 

22.64 

Decatur _______ __ 

16.6 

15.77 

Dickson _ ________ 

18.8 

17.96 

Hardin_ 

19.0 

18.05 

Hickman _ -, - __ 

18.7 

17.86 

Houston ___ 

20.9 

19.86 

Humphreys _ 

20.0 

19.00 

Lawrence ___ 

21.6 

20. 74 

T^ewis ___ 

17.1 

16.42 

Montgomery _ 

28.8 

27.36 

Perry ___ 

17.0 

16.24 

Robertson __...._ 

26.0 

24.70 

Stewart __ 

20.0 

19.00 

Wayne __ ___ 

18.0 

17.19 

District 4: 

Bedford __ 

18.5 

17.85 

Cannon ___ 

19.1 

18.34 

Clay ____ 

19.7 

18. 91 

Davidson ___ 

22.1 

21.10 

De TTalh __ 

19.6 

18.82 

QjfOS _ 

19.7 

19.01 

Jack,son __ 

15.0 

14.40 

Lincoln. ______ 

19.0 

18.43 

Macon __ 

19.0 

18.14 

Marshall ___ 

18.0 

17. 37 

Maury _ 

22.2 

21.31 

Moore ___ 

20.0 

19.30 

Rutherford _... 

20.8 

19.97 

Smith __ 

16.6 

15.94 

Sumner ___ 

20.9 

19.86 

Trousdale ___ 

18.0 

17.19 

Williamson __ 

22.0 

21.12 

Wilson ___ 

17.2 

16.42 

District 5: 

Bledsoe_ 

19.7 

19.11 

Coffee ____ 

24.4 

23.54 

Cumberland_ 

19.6 

19.01 


20.4 

19. 79 

Franklin___ 

28.2 

27. 36 

Grundy ___ 

27.0 

26.06 

Marion. _______ 

22.0 

21.34 

Morgan_—_ 

20.0 

19.50 

Overton __ 

20.6 

19.88 

Pickett _ 

19.5 

18.82 

Putnam __ 

19.6 

18.92 

Sequatchie __ 

21.4 

20.76 

Van Buren __ 

2L5 

20. 75 

■Warren__ 

22.8 

22.00 

White _ 

23.0 

22.20 

District 6: 

Anderson. .-_ 

20.6 

20.19 

Blount_..._______ 

23.0 

22. 66 

Bradley_ 

20.6 

20.19 

Campbell_— 

21.4 

20. 97 

Carter ____ 

23.1 

22.98 

Claiborne_ 

21.0 

20. 79 

Cocke__ ____________ 

21.0 

20.68 

Grainger--—— 

22.2 

21.86 
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RULES AND REGULATIONS 


So 


1963 Wheat Stabilization Program —Con. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates—Continued 

Tennessee —Continued 


District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

60% pay- 
■ ment 
rate per 
acre 

(dollars) 

District 6—Continued 

Greene_ 

19.7 

19. 50 

Hamblen____ 

25.3 

25.04 

Hamilton_ 

20.4 

19.89 

Hancock_ 

19.9 

19.80 

Hawkins ___ 

22.8 

22.80 

Jefferson.. _ 

23.0 

22.66 

Johnson _ 

23.8 

23.68 

Knox _ 

22.8 

22.46 

Loudon _ 

20.2 

19.80 

McMinn ____ 

20.7 

20.28 

Meigs _ _ _ _ 

20.7 

20.18 

Monroe_ 

22.8 

22. 46 

Polk. 

20.6 

20.29 

Rhea __ _ __ 

17.5 

17.06 

Roane _ 

19.0 

18. 52 

Sevier .. _ 

22.2 

21.86 

Sullivan __ _ __ 

21.8 

21.80 

Unicoi . 

23.8 

23.56 

Union _ 

19.1 

18.82 

Washington_ 

22.2 

22.09 



Texas 


District 1-N: . 

Armstrong_ 

22.0 

i 

19.91 

Briscoe_..._ 

21.2 

19.18 

Carson._ 

20.9 

18.92 

Castro_ 

29.4 

26.60 

Dallam_ 

17.3 

15.40 

Deaf Smith_ 

28.2 

25.52 

Floyd_ 

22.9 

20.72 


22.3 

20.07 

Hale . _ 

32.6 

29.50 

Hansford____ 

20.5 

18.24 

Hartley_ 

18.7 

16.74 

Hemphill_ 

18.1 

16.20 

Hutchinson_ 

23.3 

! 20.86 

Lipscomb_ 

20.8 

1&62 

Moore_ 

23.5 

21.03 

Ochiltree__ 

22.3 

19.96 

Oldham_ 

19.6 

17.74 

Parmer___ 

30.9 

27.96 

Potter_ 

21.3- 

19.28 

Randall_ 

22.9 

20.72 

Roberts_ 

20.9 

18.70 

Sherman_ 

18.6 

16.56 

Swisher_ 

26.2 

23. 71 

District 1—S: 

Andrews_ 

16.0 

14.40 

Bailey _ 

25.0 

22.62 

Cochran___ 

23.0 

20.82 

Crn«sby 

21.6 

- 19.55 

Dawsnn 

17.1 

15.48 

Gaines_____ 

18.0 

* 16.29 

Glasscock______ 

18.1 

16.38 

TTrtftkTey 

23.6 

21.36 

Howard____ 

17.9 

16.20 

Lamb_-_ 

26.6 

24.08 

T.yihhnek _ 

26.0 

23.53 

Lynn,. „ _ _ 

22.6 

20.46 

Martin . __ . . 

18.8 

16.92 

Midland. 

18.4 

16.47 

Terry __ _ 

19.8 

17.92 

Yoakum_ 

19.6 

17.74 

District 2: 

Baylor_ 

18.3 

’ 16.56 

Borden_ 

16.0 

14.48 

Childress _ 

21.0 

19.00 

Coleman _ 

16?0 

14.96 

Collingsworth _ 

20.6 

18.64 

Cottle 

20.0 

18.10 

Dickens_'___ 

19.0 

17.20 

Donley _______ _ 

20.4 

18* 46 

Fisher_'_ 

16.6 

15.02 

Foard_ 

19.5 

17.65 

Garza_ 

17.8 

16.11 

Hall . 

20.2 

18.28 

Hardeman.._ 

22.2 

20.09 

Haskell... 

17.4 

16.74 

Jones _ 

17.6 

15.93 

Kent _ . _ 

17.1 

15.48 

King_ 

18,9 

17.10 

Knox _____ 

is! 5 

16. 74 

Mitchell__ 

14.7 

13.30 

Motley_____ 

20.2 

18.28 

Nolan_ 

16.7 

14.21 

Runnels_ 

16.0 

14.80 

Scurry_ 

, 15.5 

14.03 

Stonewall_ 

16.2 

14.66 

Taylor.. 

17.2 

Iff. 74 

Wheeler... 

18.8 

16.92 

Wichita__ 

21.5 

19.46 

Wilbarger. 

21.4 

19. 36 

District 3: 

Archer_ 

17.1 

15.48 

Brown_ 

15.7 

14.92 

Callahan. 

16.5 

14.93 


1963 Wheat Stabilization Program —Con. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rate&—Continued 

Texas —Continued 


District and county 

1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 

50% pay¬ 
ment 
rate per 
acre 

(dollars) 

District 3—Continued 

Clay. 

19.8 

18.12 

Comanche... 

15.2 

13.98 

Eastland. 

15.6 

14.20 

Erath. 

16.1* 

14.98 

Hood. .. 

19.5 

18.43 

Jack_ 

17.8 

16.46 

Mills. 

15.6 

14.82 

Montague_ 

19.6 

18.13 

Palo Pinto. 

17.3 

16.00 

Parker.. 

16.4 

15.42 

Shackelford___ 

16.4 

14.84 

Somervell_ 

15.9 

15.10 

Stephens. 

15.6 

14.43 

Throckmorton___ 

19.2 

17.57 

Wise.. 

21.0 

19.64 

Young. 

19.0 

17.58 

District 4: 

Bell. 

15.2 

14.74 

Bosque_ 

19.5 

18.72 

Collin.. 

21.0 

19.95 

Cooke _ 

22.0 

20.35 

Coryell..... 

17.0 

16.15 

Dallas.... 

21.7 

20.62 

Delta_ 

21.0 

19.74 

Denton_____ 

20.8 

19. 76 

Ellis. 

20.0 

19.20 

Falls.. 

14.7 

14.26 

Fannin. 

21.2 

19.61 

Grayson... 

21.6 

19:98 

Hamilton.... 

15.6 

14. 51 

Hill. 

18.0 

17.37 

Hunt_ 

18.0 

17.01 

Johnson_ 

19.6 

18.82 

Kaufman_ 

19.8 

18.91 

Lamar_ 

20.0 

18.50 

Limestone...... 

14.8 

14.36 

McLennan_ 

16.8 

16.30 

Milam___ 

15.2 

14.90 

Navarro.__ 

18.0 

17.37 

Rockwall_ 

22.8 

21.66 

Tarrant. 

22.8 

21.78 

Williamson. 

16.2 

15.72 

District 5: 

Anderson__ 

15.0 

14.62 

Bowie_ 

20.6 

19.06 

Brazos_ 

21.8. 

13.0 

21.36 

Cherokee._ 

12.68 

Henderson_ 

14.4 

13.97 

Hopkins_ 

21.0 

19.74 

Houston_ 

14.8 

14.65 

Leon . _ 

14.5 

14.06 

Madison__-_ 

14.0 

13.72 

Morris_ 

17.5 

16. 71 

Rains.... 

17.5 

16.54 

Red River. 

17.5 

16.19 

Titus. 

17.5 

16. 71 

Van Zandt ...._ 

16.0 

15.20 

Walker... 

14.5 

14.50 

Waller. 

15.3 

15.84 

Wood.,. 

17.5 

16.45 

District 6: 

Culberson_ 

20.0 

17.30 

Hudspeth...___ 

20.0 

17.20 

Pecos_..._-_ 

20.0 

17.30 

Presidio_ 

25.0 

21.38 

Reeves_ 

20.0 

17.40 

Ward __ 

16.0 

13.20 

District 7: 

Bandera_-_ 

19.0 

18.05 

Blanen _ 

17.2 

16.60 

Burnet. . _ 

17.6 

16.72 

Coke _ 

18.0 

16.29 

Oonehn _ 

16.9 

15.80 

Edwards 

16.3 

t 14.75 

Gillespie __ _ 

17.2 

16.26 

Trion _ _ _.. _ _ 

16.0 

14.24 

Kendall. 

18.8 

17.86 

Kerr. _ 

17.0 

16.06 

Kimble_ 

16.1> 

15.14 

Lampasas___ 

18.0 

17.10 

Llano___ 

16.5 

15.68 

McCulloch___ 

16.8 

15.88 

Mason__ 

17.9 

17.00 

Menard_ 

16.5 

15.43 

Reagan.... 

15.0 

13.42 

San Saha____ 

17.3 

16.44 

Schleicher..... 

16.0 

14.32 

Sterling__ 

16.4 

14.84 

Tom Green___ 

16.0 

14. 48 

Uvalde... 

16.8 

15. 71 

District 8: 

Bastrop___ 

16.0 

15.52 

Bee _ 

16.6 

15.84 

Bexar __ 

16.8 

15.32 

Caldwell_ 

16.0 

15.52 

Colorado_ 

16.0 

16.08 

Comal ________ 

15.1 

14.64 

De Witt. 

14.0 

13.58 

Gonzales.-. 

15.0 

14.62 


1963 Wheat Stabilization Program^Coii 
Adjusted 1959-60 County Average Yields ' * 
Per Acre Payment Rates-Continuid d 
Texas— Continued 


District and county 


1959-60 
adjusted 
average 
yield per 
acre 

(bushels) 



ment 
rate per 


acre 

(dollars) 


District 8—Continued 

Guadalupe. 

Hays.___ 

Karnes.... 

Medina. .. 

Travis_ 

Wilson. 

Distriet 9: 

Harris... 

Jackson. 

Victoria.. 

Wharton. 

District 10: 


14.6 
15.5 

15.5 

17.5 
17.0 
17.2 

15.0 

15.9 

15.0 

16.7 


14.16 
15.04 
14.88 
16.80 
16.49 
16. fif 


15.75 

15.66 

14.55 

17.12 


Atascosa. 

Dimmit.., 

Frio. 

Live Oak. 
Maverick. 
Zavala. 


15.4 
15.0 
15.9 
15.0 
15.0 

14.5 


AO. li 

14.55 

1140 

13.42 

13.27 


Utah 


District 1: 

Box Elder. 

21.3 
29.9 

56.3 

18.00 

25.26 

47.86 

25.50 

Cache___ 

Davis.... 

Morgan.... 

30.0 

Rich.. 

21.4 

leleo 

22.61 

12.66 

40.97 

13.09 

14.61* 

17.59 

38.76 

Salt Lake. . 

26.6 

Tooele... 

14.9 

Weber.. 

48.2 

District 5: 

Juab_ 

V 

15.4 

Millard...... 

17.6 

Sanpete... 

23.3 

Sevier... 

53.1 

Utah. 

33.2 

_ 28.22 

28.26 

District 6: 

Carbon_ 

36.0 

Daggett. 

33.0 

25.90 

Duchesne. 

37.5 

29.62 

Emery. 

34.0 

26.69 

Grand__ 

17.4 

13.66 

San Juan...... 

15.4 

12.09 

Summit... 

29.0 

24.65 

Uintah. 

29.0 

22.48 

Wasatch... 

40.0 

31.60 

District 7: 

Beaver... 

39.0 

33.16 

Garfield... 

29.0 

21.02 

Iron_ 

20.2 

17.07 

Kane_ 

22.0 

15.95 

Piute.. 

35.0 

25.38 

Washington__ 

17.2 

14.54 

Wayne_ 

38.0 

28.12 




Virginia 


District 2: 


Clarke_ 

25.6 

Culpeper __ 

27.0 

Fairfax._. 

26:3 

Fauquier__ 

27.1 

Frederick __ 

24.6 

Loudoun_ 

27.6 

Madison. _ 

25.4 

Page. _ 

26.4 

Prince William. 

25.0 

Rappahannock.. ___ 

24.3 

Rockingham _ 

28.0 

Shenandoah _ 

25.6 

Stafford_ 

23!9 

Warren. _____ 

24.0 

District 4: 

Alleghany __ 

22.4 

Augusta _ 

26.1 

Bath _ 

21.4 

Botetourt _ 

26.2 

Craig . . _ 

25.6 

Highland _ 

25.2 

Roanoke _ 

27.2 

Rockbridge _ _ 

22.5 

District 5: 

Albemarle _ 

25.6 

Amelia _ 

27.1 

Amherst.____ 

21.8 

Appomattox _ 

23.8 

Bedford _ 

24.7 

Buckingham _..... 

24.1 

Campbell_-_ 

23.2 

Caroline _----- 

25.6 

Chesterfield ___ 

24.9 

Cumberland _ 

25.9 

Fluvanna - -__ 

24.2 

Goochland_-_——_— 

25.1 


23.4 


25.34 

26.73 

26.04 

26.83 
2136 
27.32 

25.14 

26.14 
2175 
2106 
27*72 
25.34 

25.77 

23.76 

21.96 

25.84 

20.97 
25.80 
25.09 
2170 
26.79 
22.28 

25.34 

26.96 
21.58 
23.68 

24.46 

23.98 

22.97 

25.47 

24.78 

25.77 
23.96 
2198 
23.16 
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J963 WHEAT STABILIZATION PROGRAM—Con. 

. A 1059-60 County. Average Yields and 
^ U per Acre Payment Kates — Continued 

V ibg i n i a — C ontinued 

FEDERAL REGISTER 

1963 Wheat Stabilization Program — C on. 

Adjusted 1959-60 County Average Yields and 
Per Acre Payment Rates — Continued 

Washington — C ontinued 

1963 Wheat Stabilization P 

Adjusted 1969-60 County Ave 
Per Acre Payment Rates- 

Wisconsin—C ontli 

rogram— 

rage Yiel 
—Continu 

a ued 

12887 

-Con. 

Ida and 
led 

District and county 

1959-60 
idjusted 
average 
yield per 
acre 

bushels) 

>0% pay¬ 
ment 
rate per 
acre 

(dollars) 

i 

District and county 

h 

( 

1959-60 l 
adjusted 
average 
yield per 
acre ' 

bushels) 

^pay¬ 
ment 
rate per 
acre 
(dollars) 

; 

District and county 

i 

1959-60 f 
adjusted 
average 
yield per 
acre 

[bushels) 

>0% pay¬ 
ment 
rate per 
acre 

(dollars) 

District 6—Continued 

Hanover. 

24.5 
25.9 

24.6 
20.2 

25.7 

25.2 

26.3 

23.3 

30.0 

28.7 
25.0 ’ 

25.7 
23.6 
30.5 

24.4 
27.3 

24.38 

25. 77 

24.36 
20.00 
25.44 
25.08 
26.17 
2*. 18 

29.85 
28. 56 
24.88 
25.57 
23.48 
30.35 
24.28 
27.16 

District 3: 

27.0 

23.7 
37.9 

33.3 

32.8 

24.8 

33.9 

32.3 

38.1 

35.4 

49.4 

48.2 

44.2 
45.7 

21.46 

19.55 

33. 54 
28.80 

29.68 
22.44 . 
31.02 
29.40 
34.29 

31.33 
44.96 
43. 38 
40. 44 

40.68 

District 2—Continued 

Oneida... 

21.7 

21.8 

22.5 
22.0 

21.0 

21.8 

25.2 

26.4 
26.1 

28.4 

26.3 

27.6 

24.3 
27.2 
27.0 
27.6 

20.18 
20.93 
21.60 

20.46 

19.42 
20.60 

23.44 

24.16 

23.76 

26. 41 

25.64 

27.06 
23.69 
26.25 
25.92 
26.36 

Pend Oreille.. 

Spokane_ _ 

Price..—.- 

Taylor. 

Powhatan-----. 

Stevens. 

District 6: 

Adams_ 

Douglas. 

Vilas.—. 

District 3: 

Florence.-. 

Forest.-. 

Prince Edward. 

Spotsylvania. 

District 6: 

Franklin.-. 

Grant. 

Lincoln.—-- 

Langlade-- 

Marinette... 

Oconto-- 

.. 

Charles City. 

District 9: 

Asotin.. 

Columbia_ 

Garfield.— 

Shawano..... 

District 4: 

Buffalo... 

Dunn-- 

Gloucester. 

King Mid Queen.-. 

Walla WaUa. 

Whitman... 

Eau Claire-- 

Jackson. 

La Crosse. 

A/f AVirOO 


27.7 

27.56 




Pepin _- 

24.8 

24.43 


27.8 

27.66 




Pifiirfi - __ 

26.2 

25.94 


25.3 

25.18 




St Hioii ____ 

27.6 

27.32 


26.4 

26.27 

District 2: 



Tr^Ttipealean __ 

28.0 

27.02 


24.8 

24.68 


23.5 

22.68 

District Fr 




25.0 

24.88 


26.6 

25.27 

L/laU ll/l u. 

A /l a me _ _ 

22.8 

21.54 


30.4 

30.25 


22.5 

21.38 

Green T^h^a __ 

• 26.* 

> 24.66 


27.7 

27. 56 

Hancock_— 

28.0 

26.60 

Turman ___ 

23.6 

22.32 


27.8 

27.66 

Harrison_ 

25.2 

24.19 

M arQU ft tt« - _ 

20.8 

19.65 


27.7 

27.56 


24.8 

23.81 

Portage _-__ 

22.9 

21.64 


26.5 

26. 37 


23.8 

22. 73 

Waupaca _- 

22.9 

21.41 

District 7: 




25.6 

24.32 

Wftiishaj-a __ 

22.3 

20.85 

22.9 

22.44 

Monongalia_ 

26.0 

24.83 

Wood . 

25.0 

23.88 


23.5 

23.03 


27.7 

26.32 

District 6; 




25.6 

25.22 


25.9 

24.48 

Brown _- - 

31.8 

29.26 


22.5 

22.05 

Preston___ 

27.8 

26.82 

ClftliiTnAt - __ 

36.1 

33.39 


29.0 

28.56 

Ritchie_ 

24.6 

23.37 

Door _- 

28.9 

26.01 


24.5 

24.01 

Taylor... 

25.9 

25.00 

Fond du Lac__ 

33.4 

31.06 


24.9 

24.52 

Tyler_ 

25.9 

24.48 

KA.wA.nnee _ __.... 

31.4 

28.42 


24.2 

23.84 

Upshur___ 

23.0 

22.20 

M ^nitnwoc, _ __ 

32.9 

30.43 

Mnr»tamT\ArV _ __ 

26.5 

25.97 

Wetzel_ 

26.8 

25.46 

OiltagamiA _ __ 

33. 6 

30.91 

jyiUlugvniJU/ — 

Dnl act i _......... 

24.9 

24.52 

Wood _ 

21.4 

20.22 

Sheboygan - _ 

32.8 

30.50 

Rncspll 

23.4 

23.05 

District 4: 



WinnA.hago _ _ 

34.2 

31.64 

____ 

21.2 

20.88 

Boone_-_— 

20.4 

19.58 

District 7: 




23.7 

23.34 

Braxton_ 

25.2 

24.19 

Crawford -_ 

32.2 

30.69 

T'mowaII _ 

23.8 

23.32 

Cabell... 

25.2 

23.94 


31.3 

28.95 

Wochlnat/vn _ __ __ 

23.5 

23.15 

Calhoun_ 

24.8 

23.68 

Iowa _ 

29.3 

26.81 

Wise -_ 

22.5 

22.16 

Clay.— 

23.0 

22.88 

Lafayette - _ 

29.7 

27.32 

Wythe _ __ 

26.2 

25.80 

Fayette __ 

25.8 

25.02 

Richland - __ 

26.4 

24.55 

nictript 8* 



Gilmer_-_— 

24.5 

23.40 

Sauk - -_ 

28.3 

26.46 

l/IDli Ivv Ot 

Oharlnffp __ _ 

26.9 

26.76 

Jackson....._ 

20.4 

19.28 

Vernon __ _ 

29.9 

28.56 

Tt'rfmlrUn __ 

25.5 

25.12 

Kanawha.___- 

24.2 

23.11 

District 8- 



Halifax _ 

24.8 

24.55 

Lincoln_•— 

19.8 

18.91 

lylotl Jl/v O. 

Unliimhia __ 

31.2 

29.17 

Henry ___ 

21.8 

21.48 

Mason___...._— 

24.2 

22.99 

Dan a __ 

32.0 

29.92 

Lunenburg __ 

24.6 

24.48 

Mercer_______- 

26.8 

26.13 

Dodge _ 

32.4 

30.13 

Nottoway __ 

27.0 

26.86 

Mingo___ 

22.5 

21.60 


28.9 

27.02 

Patrick - _ 

23.6 

23.24 

Nicholas_ 

24.6 

23.86 

Jefferson _ 

33.1 

31.12 

Pittsylvania _ _ 

23.4 

23.16 

Putnam_ 

21.8 

20.71 

TTnpk - __ 

32.2 

30.27 

District 9: 



Raleigh. 

. 21.2 

20.46 

District 9: 



Brunswick _ 

23.9 

23.66 

Roane_ 

20.5 

19.48 

Kenosha _ __ 

36.3 

35. oa 

Dinwiddle - _ 

26.7 

26.56 

Wayne_________ 

21.8 

20.82 



32.0A 

Drppnsvillp. _ 

22.8 

22. 57 

Webster.— 

22.5 

21.82 

O/fvllkAA __ 

32.9 

30.76 

Tolo Af XVI orbt. 

28.0 

27.72 

Wirt. 

26.0 

24. 70 

Racine _ 

39.2 

37.83 

\t>eki p nbiirp ___ 

24.8 

24. 55 

Wyoming______ 

21.0 

20.26 

Walworth _____. 

34.6 

32.70 

Nanspmnnd _ T 

26.5 

26.24 

District 6: 



Washington_-_ 

34.3 

32.07 

Norfolk 

28.0 

27.72 

Berkeley_ 

25.8 

25.42 

Wailk^sbft __ 

32.3 

30.36 

Prince George-- 

26.2 

26.07 
on on 

Grant... 

27.8 
25.6 

27.10 
25 09 




Princess Anne-- 

Southampton _ 

30.6 
2ffr0 

oU. oU 

24.75 

Greenbrier- 

Hampshire_ 

27.0 

26! 46 

Wyoming 

Burry.. 

24.3 

24.06 

Hardy_- 

27.6 

27.05 

Sussex 

24.5 

24.26 

Jefferson_ 

23.6 

23.36 







Mineral. 

22.2 
OA t\ 

21.64 

OK Qi 

District 1: 






Monroe__ 

Morgan___ 

XI). O 

19.4 

XO. V r± 

19.01 

Big Horn.. 

VeomATl t 

35.5 
37.1 

27.51 
28.75 

Washington 


Pendleton. 

25.9 

25.38 

IJ/\t Qnrirwjc 

33.0 

25.58 




Pocahontas--- 

29.0 

28.42 


38.5 

29.84 




Randolph_...--- 

27.2 

26.52 

\\ r achalrip 

36.1 

27.98 

District It 



Summers_ 

25.2 

24.70 

District 2: 

Campbell _ 



Clallam_ 

46.2 

39.50 

Tucker.- 

23.5 

22.91 

16.7 

13.61 

Clark.. 

26.6 

24. 74 




Crook.... 

20.3 

16.75 

Cowlitz__ 

33.4 

30.73 






14.65 

Grays Harbor. _ 

28.5 

25. 51 

Wisconsin 



Sheridan.— 

24.1 

19.40 

1 7 97 

Island 1 .. ....... 

Jefferson__ 

48.0 

40.5 

43.68 
35.03 




Weston...- 

District 3: 

20.8 

1/. Ol 

King.. 

35-. 4 

32.92 

District 1: 


25.84 

Lincoln ___ 

16.9 

13.02 

Lewis . 

33.5 

30.15 

Barron--- 

26.5 

Teton 

36.1 

28.88 

Pacific.. 

35.0 

31.32 

Bayfield. 

24. 5 

24.01 

Uinta 

24.4 

19.16 

Pierce 

31.1 

28. 77 

Burnett_ 

21.2 

21.84 

District 4: 

A 1 hull \7 



San Juan 

40. 7 

37.04 

Chippewa. 

26.0 

25.22 

15.5 

12.86 

Skagit. 

50.7 

46.14 

Douglas.—— 

20.4 

20.50 

Hftrhnn 

13.8 

11.04 

Snohomish _. 

42.7 

39.07 

Polk. 

28.4 

28.12 

M atrnna 

23.9 

i 18.88 

Thurston 

30. 4 

27.51 

Rusk___ 

22.6 

21.92 


25. C 

I 19.62 

Whatcom 

39 6 

35.84 

Sawyer.—_ 

21.6 

21.06 

District 5: 

Pah vorQP 



District 2: 


Washburn_ 

24.0 

23. 52 

19.3 

15.82 

Benton. 

27.7 

25.48 

i District 2: 



Goshen -_ 

23.3 

t 20.04 

Chelan _ 

22.0 

20.02 

! Ashland_____ 

22.4 

21.95 


25 .4 

l 21.84 

Kittitas_ 

41.3 

i 38.62 

• Clark. 

24.5 

23.40 

XJ lAKrftrff 

20.7 

17.39 

Klickitat. 

29.7 

27.47 

Iron...... 

21.4 

20.54 

Platte 

23. t 

I 20.66 

Okanogan 

25.7 

23.13 

t Lincoln_ 

26.2 
27 0 

1 24.36 

i 25.78 



1 . 

Yakima_ 


1 35.6C 

i Marathon-_____—- 
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RULES AND REGULATIONS 


Effective date: Date of publication. 

Issued at Washington, D.C., this 17th 
day of December 1962. 

H. D. Godfrey, 

Administrator , Agricultural Sta¬ 
bilization and Conservation 
Service. 

[F.R. Doc. 62-12604; Filed, Dec. 28, 1962; 
8:46 a.m.] 


Chapter VIII—Agricultural Stabiliza¬ 
tion and Conservation Service 
(Sugar), Department of Agriculture 

SUBCHAPTER B—SUGAR REQUIREMENTS AND 
QUOTAS 

[Sugar Reg. 815.4] 

PART 815—ALLOTMENT OF THE 
DIRECT-CONSUMPTION PORTION 
OF MAINLAND SUGAR QUOTA FOR 
PUERTO RICO 

Calendar Year 1963 

Basis and purpose. This allotment 
order is issued under section 205(a) of the 
Sugar Act of 1948, as amended (herein 
called the “Act"), for the purpose of al¬ 
lotting the portion of the sugar quota for 
Puerto Rico for the calendar year 1963 
which may be filled by direct-con¬ 
sumption sugar among persons who mar¬ 
ket such sugar for consumption in the 
continental United States. 

Omission of recommended decision 
and effective date. The record of the 
hearing regarding the subject of this 
order shows that the capacity to produce 
refined sugar in Puerto Rico far exceeds 
the maximum quantity of Puerto Rican 
direct-consumption sugar that may be 
marketed within probable mainland and 
local quotas (R. 11). The proceeding to 
which this order relates was instituted 
for the purpose of allotting the direct- 
consumption portion of the mainland 
quota to prevent disorderly marketing 
and to afford each interested person an 
equitable opportunity to market direct- 
consumption sugar in the continental 
United States. The allotments made by 
this order are small in relation to the 
quantities of sugar that could be pro¬ 
duced for marketing and delay in the is¬ 
suance of the order might result in some 
persons marketing more than their fair 
share of the direct-consumption portion 
of the quota. Therefore, it is imperative 
that this order become effective on Janu¬ 
ary 1, 1963, in order to fully effectuate 
the purposes of section 205(a) of the Act. 
Accordingly, it is hereby found that due 
and timely execution of the functions im¬ 
posed upon the Secretary under the Act 
imperatively and unavoidably requires 
the omission of a recommended decision 
in this proceeding. It is hereby further 
found that compliance with the 30-day 
effective date requirements of the Ad¬ 
ministrative Procedure Act (60 Stat. 237) 
is impracticable and contrary to the pub¬ 
lic interest and, consequently, this order 
shall be effective on January 1, 1963. 

Preliminary statement. Under the 
provisions of section 205(a) of the Act, 
the Secretary is required to allot a quota 


or proration thereof whenever he fihds 
that allotment is necessary (1) to assure 
an orderly and adequate flow of sugar or 
liquid sugar in the channels of interstate 
or foreign commerce, (2) to prevent the 
disorderly marketing of sugar or liquid 
sugar, (3) to maintain a continuous and 
stable supply of sugar or liquid sugar, or 
(4) to afford all interested persons an 
equitable opportunity to market sugar or 
liquid sugar within the quota for the 
area. Section 205(a) also provides that 
such allotment shall be made after such 
hearing and upon such notice as the 
Secretary may by regulation prescribe. 

Pursuant to the applicable rules of 
practice and procedure (7 CFR 801.1 et 
seq.), a preliminary finding was made 
that allotment of the direct-consump¬ 
tion portion of the quota is necessary 
and a notice was published on October 
13, 1962 (27 F.R. 10103), of a public 
hearing to be held at Santurce, Puerto 
Rico, in the Conference Room, Carib¬ 
bean Area ASCS Office, Segarra Build¬ 
ing, on October 25, 1962, at 10:00 a.m., 
for the purpose of receiving evidence to 
enable the Secretary to make a fair, 
efficient and equitable distribution of 
the direct-consumption portion of the 
mainland sugar quota for Puerto Rico 
for the calendar year 1963. The hear¬ 
ing was held at the time and place spec¬ 
ified in the notice. 

In arriving at the findings, conclusions 
and regulatory provisions contained 
herein, all proposed findings and con¬ 
clusions were carefully and fully con¬ 
sidered in conjunction with the record 
evidence pertaining to the allotment of 
the direct-consumption portion of the 
mainland quota. To the extent that 
findings and conclusions proposed by 
interested persons are inconsistent with 
the findings and conclusions contained 
herein, the specific or implied requests 
to make such findings and reach such 
conclusions are denied on the basis of 
the facts found and stated in connec¬ 
tion with the conclusions herein set 
forth. 

Basis for findings and conclusions. 
Section 205(a) of the Act reads in per¬ 
tinent part as follows: 

• * * Allotments shall be made in such 
manner and in such amounts as to pro¬ 
vide a fair, efficient, and equitable distri¬ 
bution of such quota or proration thereof, 
by taking into consideration the processing 
of sugar or liquid sugar from sugar beets 
or sugarcane, limited in any year when 
proportionate shares were in effect to proc¬ 
essings to which proportionate shares, de¬ 
termined pursuant to the provisions of 
subsection (b) of section 302, pertained; the 
past marketings or importations of each 
such person and the ability of such person 
to market or import that portion of such 
quota or proration thereof allotted to 
him. * * * 

The record of the hearing regarding 
the subject of this order shows that the 
capacity to produce refined sugar in 
Puerto Rico far exceeds the maximum 
quantity of Puerto Rican direct- 
consumption sugar that may be mar¬ 
keted within the probable quotas. Thus, 
to prevent disorderly marketing of sugar 
and to afford all interested persons an 
equitable opportunity to market sugar 
within the quota as required by section 


205(a) of the Act, allotment of the! 
direct-consumption portion of the mawT 
land sugar quota for Puerto Rico f™ 
the calendar year 1963 is found to hl\ 
necessary (R. 12). De 1 


While all three factors specified in th« 
provisions of section 205(a) of the Art 
quoted above have been considered onlv 
the “past marketings” and “ability to 
market” factors have been given per 
centile weightings in the formula on 
which the allotment of the direct 
consumption portion of the mainland 
quota for Puerto Rico is based. Testi¬ 
mony indicates that allottees accounting 
for 94 percent or more of the direct- 
consumption sugar brought into the con¬ 
tinental United States each year do not 
process sugar from sugarcane and ac¬ 
cordingly, no weight should be given to 
the factor “processings from propor¬ 
tionate shares” (R. 13). 


The government witness proposed the 
factor “past marketings” be measured 
for each processor and refiner by the 
average annual quantity of direct- 
consumption sugar which he marketed 
in the continental United States within 
the mainland quotas for Puerto Rico 
during the five years 1958 through 1962, 
inclusive, expressed as a percentage of 
the sum of such quantities for all proces¬ 
sors and refiners. The witness stated 
that the use of the quantities marketed 
in the most recent five-year period will 
reflect market conditions similar to those 
which would be expected to occur in the 
marketing of direct-consumption sugar 
in the mainland in 1963, and further¬ 
more that a five-year average of such 
marketings tends to minimize short-run 
influences affecting data for a single 
year and adds stability to the “past 
marketings” factor (R. 13,14). 

The government witness proposed 
that the factor “ability to market” be 
measured by the largest quantity of 
direct-consumption sugar marketed in 
the mainland by each refiner and 
processor in any one of the past five 
years, 1958 through 1962, expressed as a 
percentage of the sum of such quantities 
for all refiners and processors. The wit¬ 
ness stated that marketings of direct- 
consumption sugar in the recent period, 
1958 through 1962, are considered to be 
the best measure of processor’s and re¬ 
finer’s relative ability to market direct- 
consumption sugar in the mainland in 
1963, and that the use of a more remote 
period would not be as indicative of cur¬ 
rent ability to market (R. 14). 

In determining allotments of the 
direct-consumption portion of the main¬ 
land quota for the calendar year 1963, 
the government witness proposed that 
the factors “past marketings” and “abil¬ 
ity to market,” measured as proposed 
above, be weighted equally and such 
weighted percentages shall be applied 
to the quantity to be allotted in deter¬ 
mining individual allotments (R. 15). 

The order allotting the direct-con¬ 
sumption portion of the mainland quota 
for 1962 established a liquid sugar re¬ 
serve of 50 short tons, raw value, for 
other than named allottees. The record 
of the hearing held October 25, 1962, 
reveals that shipments of liquid sugar 
totaled 32 tons in 1958, 26 tons in 1959, 
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t/ms in I960, none in 1961, and 27 
'fto date in 1962. Accordingly, the 
Sernment witness proposed that a liq- 
•l iugar reserve in an amount not to 
““ ed 50 short tons, raw value, be estab- 
S to permit the marketing of liquid 
in the continental United States 
, bv other than named allottees. 
Provision is therefore made for deter¬ 
mine allotments by applying the 
lighted percentage factors for each 
.nnttee to the direct-consumption por¬ 
tion of the mainland quota less such liq- 
nid sugar reserve. 

At the hearing a representative of the 
Central Roig Refining Company con¬ 
tended that the Department’s proposed 
measure of the factor “ability” to mar¬ 
ket was unrealistic because it was based 
on restricted marketings (R. 27). This 
representative proposed that it would be 
better to measure that factor by giving 
10 percent weight to 1962 marketings and 
90 percent weight to present refining ca¬ 
pacity measured by using the average of 
the best 5 days production during a basic 
period of 10 days during the crop. That 
average daily output should then be mul¬ 
tiplied by 300 days for allottees who re¬ 
fine sugar and by 125 days for allottees 
manufacturing washed or turbinado sug¬ 
ar (R. 28, 29). A representative of the 
Puerto Rican American Sugar Refinery 
endorsed the government’s proposed al¬ 
lotment method (R. 26). 

In accordance with the record of the 
hearing (R. 19) provision has been made 
in the findings and the order to revise 
allotments for the calendar year 1963, 
without further notice or hearing for 
purposes of (1) giving effect to the sub¬ 
stitution of revised estimates or final 
data or both for estimates of the quan¬ 
tity of direct-consumption sugar im¬ 
ported into the continental United States 
by each allottee, (2) allotting any quan¬ 
tity of allotment to other allottees or to 
the residuary balance available for all 
persons when written notification of re¬ 
lease of allotment becomes a part of the 
official records of the Department, and 
(3) giving effect to any increase or de¬ 
crease in the direct-consumption portion 
of the mainland quota. Also, as pro¬ 
posed in the record (R. 23) , the findings 
and order contain provisions relating to 
restrictions on marketing similar to 
those contained in the 1962 Puerto Rican 
allotment order since such provisions op¬ 
erated successfully in 1962 and no objec¬ 
tion was made in the record to their 
inclusion. 

Findings and conclusions. On the 
basis of the record of the hearing, I 
hereby find and conclude that: 

(1) Based upon the rate of production 
of refiners and processors in Puerto Rico 
in 1962, the potential capacity of Puerto 
Rican processors and refiners to produce 
direct-consumption sugar during the cal¬ 
endar year 1963 is at least 310,000 short 
tons and this quantity is proportionately 
far greater than the total quantity of 
such sugar which may be marketed 
within the mainland and local sugar 
quotas for Puerto Rico for the calendar 
year 1963. 

(2) The allotment of the direct-con¬ 
sumption portion of the mainland sugar 
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quota for Puerto Rico for the calendar 
year 1963 is necessary to prevent disor¬ 
derly marketings of such sugar and to 
afford each interested person an equit¬ 
able opportunity to market such sugar in 
the continental United States. 

(3) Assignment of percentile weight 
to the “processing from proportionate 
shares” factor in the allotment formula 
would not result in fair, efficient and 
equitable allotments. 

(4) An allotment of 50 short tons, raw 
value, shall be established as a liquid 
sugar reserve to permit the marketing of 
liquid sugar in the continental United 
States by persons other than named al¬ 
lottees during the calendar year 1963. 

(5) The “past marketings” factor shall 
be measured by each allottee’s percentage 
of the average entries of direct-consump- 
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tion sugar by all allottees in the conti¬ 
nental United States during the years 
1958 through 1962. 

(6) The “ability to market” factor shall 
be measured for each allottee by expres¬ 
sing each allottee’s largest entries of di¬ 
rect-consumption sugar into the United 
States during any one of the past five 
years, 1958 through 1962, as a percent 
of the sum of such entries for all allot¬ 
tees. 

(7) The quantities of sugar and per¬ 
centages referred to in paragraphs (5) 
and (6), above, based on data involving 
estimates for 1962 direct-consumption 
entries which shall be used to establish 
allotments pending availability and sub¬ 
stitution of revised or final data for such 
estimates, are set forth in the following 
table: 


Allottee 


Central Aguirre Sugar Co., a trust .. 

Central Roig Refining Co -- 

Central San Francisco - 

Puerto Rican American Sugar Refinery, Inc 
Wester Sugar Refining Co .-. 

Total- ... 


Average annual mar¬ 
ketings 1958-62 


Highest annual mar¬ 
ketings 1958-62 


Short tons 
raw value 

Percent 
of total 

Short tons 
raw value 

Percent 
of total 

(1) 

(2) 

(3) 

(4) 

4,656 
20,699 
1,4.54 
93,575 
23,363 

3.2390 
14.3996 
1.0115 
65.0970 
16.2529 

6,234 
21,937 
1,625 
104,791 
25,986 

3.8823 
13. 6617 
1.0120 
65.2607 
16.1833 

143,747 

100.0000 

160,573 

100.0000 


(8) Allotments totaling the direct- 
consumption portion of the Puerto Rican 
mainland quota for the calendar year 
1963, less the liquid sugar reserve pro¬ 
vided for in Finding (4), above, should 
be established by giving fifty percent 
weight to past marketings, measured as 
provided in Finding (5), above, and fifty 
percent weight to ability to market, 
measured as provided in Finding (6), 
above. 

(9) This order may be revised without 
further notice or hearing for the purpose 
of substituting revised estimates or final 
data or both for previous estimates of the 
Puerto Rican direct-consumption sugar 
entries by and on behalf of each allottee 
in 1962 when such revised data or final 
data or both become part of the official 
records of the Department. 

(10) This order shall be revised with¬ 
out further notice or hearing to revise 
allotments to give effect to any change 
in the direct-consumption portion of the 
quota for Puerto Rico for the calendar 
year 1963 on the same basis as is pro¬ 
vided in these findings for establishing 
allotments. 

(11) This order shall require each al¬ 
lottee to submit to the Department in 
writing in the following form, no later 
than October 1, 1963, an estimate of the 
maximum quantity of direct-consump¬ 
tion sugar he will be able to market dur¬ 
ing the quota year within any allotment, 
and a release for allocation to other al¬ 
lottees or to a residuary balance avail¬ 
able for all persons the portion of 
any allotment which may be estab¬ 
lished for him in excess of such maxi¬ 
mum quantity: 

I, the undersigned allottee, estimate that 

I will be able to market not to exceed- 

short tons, commercial weight, equivalent to 
__short tons, raw value, of sugar during 


the entire calendar year 1963 within any 
allotment of the direct-consumption portion 
of the 1963 mainland quota for Puerto Rico 
which may be established for me pursuant 
to S.R. 815. 

I ‘release for disposition under the pro¬ 
visions of S.R. 815 the portion of any allot¬ 
ment in excess of the above stated quantity 
of sugar, and any increase in my allotment 
in excess of such stated amount which would 
result from either an increase in the direct- 
consumption portion of the Puerto Rican 
sugar quota or the allocation of any allot¬ 
ment, or a portion thereof, released by one 
or more other allottees, occurring in either 
case, from the date of this release until the 
end of the calendar year. 

An allottee may revise a previous no¬ 
tice of the maximum quantity he may 
market during the quota year and a 
previous release of allotment deficit by 
submitting to the Department on the 
prescribed form a new notice of the max¬ 
imum quantity he may market during 
the quota year and a new release of al¬ 
lotment deficit. A revised notice and 
release may be given effect only to the 
extent that the allotment of any other 
allottee will not be reduced solely thereby 
as provided in Finding (12). 

(12) This order shall provide for re¬ 
allotment without further notice or hear¬ 
ing of any allotment, or portion thereof, 
that may be released by an allottee as 
provided in Finding (11) whenever such 
released allotments or portions thereof 
become available. 

In revising allotments for the purpose 
of giving effect to a quota increase or 
decrease, or to give effect to a release by 
an allottee, allotment deficits shall be 
determined and allocated without regard 
to any previous determination and pro- 
ration of deficits and such deficits shall 
be allocated proportionately among other 
allottees to the extent they are able to 
utilize additional allotments, on the basis 
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of allotments computed for such allottees 
without including allocation of any allot¬ 
ment deficits: Provided , That the allot¬ 
ment previously in effect for an allottee 
which includes a deficit proration shall 
not be reduced solely to give effect to a 
revised notice received from another al¬ 
lottee subsequent to such deficit prora¬ 
tion and which notice increases the 
declared maximum quantity such other 
allottee is able to market. Such deficit 
allocations to any allottee shall be limited 
in accordance with the written statement 
of the maximum quantity he will market 
submitted as provided in Finding (11). 
In the event the total of allotment defi¬ 
cits released by allottees exceeds the total 
quantity which can be utilized by other 
allottees, the excess quantity shall be 
placed in a residual balance available 
for all persons. 

(13) Official notice will be taken of (a) 
written notice to the Department by an 
allottee of the estimated maximum mar¬ 
ketings of such allottee within an allot¬ 
ment and of the quantities of sugar 
released for reallotment when the notifi¬ 
cation becomes a part of the official 
records of the Department, (b) final data 
for 1962 calendar year marketing of 
sugar for direct-consumption in the 
mainland that become a part of the offi¬ 
cial records of the Department, and (c) 
any regulation issued by the Secretary 
which changes the mainland sugar quota 
for Puerto Rico and the direct-consump¬ 
tion portion thereof established for 1963. 

(14) Each allottee during the calendar 
year 1963 shall be restricted from bring¬ 
ing into the continental United States 
for consumption therein any direct-con¬ 
sumption sugar in excess of the smaller 
of his allotment established herein or 
the sum of the quantity of sugar pro¬ 
duced by the allottee from sugarcane 
grown in Puerto Rico and the quantity 
of sugar acquired from Puerto Rican 
processors by the allottee during such 
year for shipment to the mainland 
within the applicable mainland quota 
for Puerto Rico. All other persons shall 
be prohibited from bringing direct-con¬ 
sumption sugar into the continental 
United States during the calendar year 
1963 for consumption therein except such 
sugar acquired in such year from an al¬ 
lottee within his allotment established 
herein or sugar brought in within the 
liquid sugar reserve established for other 
than named allottees. All persons col¬ 
lectively shall be prohibited from bring¬ 
ing into the continental United States 
any direct-consumption sugar other than 
crystalline sugar in excess of the quantity 
by which the direct-consumption por¬ 
tion of the mainland quota exceeds 
126,033 short tons, raw value. Of that 
part of the direct-consumption portion 
of the mainland quota that may be filled 
by either liquid or crystalline sugar, 50 
short tons, raw value, shall be reserved 
to cover shipments of liquid sugar by 
other than named allottees as provided 
in Finding (4). 

(15) To facilitate full and effective use 
of allotments, provision shall be made in 
the order for transfer of allotments un¬ 
der circumstances of a succession of in¬ 
terest. 


(16) Allotments established in the 
foregoing manner and the amounts set 
forth in the order provide a fair, efficient, 
and equitable distribution of the direct- 
consumption portion of the mainland 
quota, as required by section 205(a) of 
the Act. 

Order. Pursuant to the authority 
vested in the Secretary of Agriculture 
by section 205(a) of the Act, and in ac¬ 
cordance with the findings and conclu¬ 
sions heretofore made; It is hereby 
ordered: 

§815.4 Allotment of the direct- 
consumption portion of mainland 
sugar quota for Puerto Rico for the 
calendar year 1963. 

(a) Allotments. The direct-con¬ 
sumption portion of the sugar quota for 
Puerto Rico for the calendar year 1963 
amounting to 147,000 short tons, raw 
value, is hereby allotted as follows: 

Direct- 
consumption 
allotment 
(short tons, 


Allottee: raw value) 

Central Aguirre Sugar Co., a 

trust - 5, 232 

Central Roig Refining Co_ 20, 618 

Central San Francisco_ 1,487 

Puerto Rican American Sugar Re¬ 
finery, Inc_ 95, 780 

Western Sugar Refining Co_ 23, 833 

Liquid sugar reserve for persons 

other than named above_ 50 


Total - 147,000 


(b) Restrictions on marketing. (1) 
During the calendar year 1963, each al¬ 
lot tee named in paragraph (a) of this 
section is hereby prohibited from bring¬ 
ing into the continental United States 
within an allotment established for such 
allottee, for consumption therein, any 
direct-consumption sugar from Puerto 
Rico in excess of the smaller of (i) the 
allotment therefor established in para¬ 
graph (a) of this section, or (ii) the sum 
of the quantity of sugar produced by the 
allottee from sugarcane grown in Puerto 
Rico, and the quantity of sugar produced 
from Puerto Rican sugarcane which was 
sugar acquired by the allottee in 1963 
for further processing and shipment 
within the direct-consumption portion of 
the mainland quota for Puerto Rico for 
the calendar year 1963. 

(2) During the calendar year 1963, all 
persons other than the allottees specified 
in paragraph (a) of this section are here¬ 
by prohibited from bringing into the con¬ 
tinental United States, for consumption 
therein, any direct-consumption sugar 
from Puerto Rico except that acquired 
from an allottee within the quantity 
limitations established in subparagraph 
(1) of this paragraph and that brought 
in within the liquid sugar reserve for 
persons other than named allottees. 

(3) Of the total quantity of direct- 
consumption sugar allotted in paragraph 
(a) of this section, 126,033 short tons, 
raw value, may be filled only by sugar 
principally of crystalline structure and 
the balance may be filled by sugar 
whether or not principally of crystalline 
structure, except that 50 short tons, raw 
value, of such balance is reserved to cover 


shipments of liquid sugar by other th»J 
named allottees. tftan 

(c) Revision of allotments The ah 
ministrator. Agricultural Stabilization 
and Conservation Service, U S Depart 
ment of Agriculture, is hereby authorized 
to revise the allotments established under I 
this section without further notice or 
hearing to give effect to (1) the substitu 
tion of revised estimates or final datafoH 
estimates as provided in Finding ( 9 ) «« 
companying this section, (2) any in' 
crease or decrease in the direct-con I 
sumption portion of the mainland quota 
for Puerto Rico for the calendar year 
1963, as provided in Finding QO) ac¬ 
companying this section, and (3) the 
reallocation, as provided in Finding (12) 
accompanying this order, of any allot¬ 
ment or portion thereof release by an 
allottee. 

(d) Transfer of marketing rights un¬ 
der allotments. The Administrator I 
Agricultural Stabilization and Conserva¬ 
tion Service, of the Department, con- ! 
sistent with the provisions of the Act, 
may permit a quantity of sugar produced | 
from sugarcane grown in Puerto Rico to 
be brought into the continental United 
States for direct-consumption therein by 
one allottee, or other person, within the 
allotment or portion thereof established 
for another allottee upon relinquishment 
by the latter allottee of an equivalent 
quantity of his allotment and upon re¬ 
ceipt of evidence satisfactory to the Sec¬ 
retary that a merger, consolidation, 
transfer of sugar-processing facilities, ! 
or other action of similar effect upon the 
allottees or persons involved has oc¬ 
curred. 

(Sec. 403 , 61 Stat. 932; 7 U.S.C. 1153. In- 
terprets or applies secs. 205, 209; 61 Stat. 
926, 928; 7 UJ3.C. 1115, 1119) 

Done at Washington, D.C., this 21st 
day of December 1962. 

Orville L. Freeman, 
Secretary. 

[FJt. Doc. 62-12861; Filed, Dec. 23, 1962; 

8:47 a.m.] 


Chapter IX—Agricultural Marketing 
Service (Marketing Agreements and 
Orders), Department of Agriculture 
[Navel Orange Reg. 20] 

PART 907—NAVEL ORANGES 
GROWN IN ARIZONA AND DESIG¬ 
NATED PART OF CALIFORNIA 

Limitation of Handling 

§ 907.320 Navel Orange Regulation 20. 

(a) Findings. (1) Pursuant to the 
marketing agreement, as amended, and 
Order No. 907, as amended (7 CFR Part 
907; 27 F.R. 10087), regulating the han¬ 
dling of navel oranges grown in Arizona 
and designated part of California, ef¬ 
fective under the applicable provisions 
of the Agricultural Marketing Agreement 
Act of 1937, as amended (7 U.S.C. 601- 
674), and upon the basis of the recom¬ 
mendations and information submitted 
by the Navel Orange Administrative 
Committee, established under the said 
amended marketing agreement and or- 
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Saturday, December 29, 1962 

A and upon other available informa- 
Hnn it is hereby found that the limita¬ 
ry' of handling of such navel oranges 
« hereinafter provided will tend to ef¬ 
fectuate the declared policy of the act. 

(2) It is hereby further found that 
it is impracticable and contrary to the 
nnblic interest to give preliminary no- 
EL en gage in public rule-making proce¬ 
dure and postpone the effective date of 
this section until 30 days after publica¬ 
tion hereof in the Federal Register (5 
ttsC 1001 - 1011 ) because the time in¬ 
tervening between the date when infor¬ 
mation upon which this section is based 
became available and the time when this 
section must become effective in order 
to effectuate the declared policy of the 
act is insufficient, and a reasonable time 
is permitted, under the circumstances, 
lor preparation for such effective time; 
and good cause exists for making the 
provisions hereof effective as hereinafter 
set forth. The committee held an open 
meeting during the current week, after 
giving due notice thereof, to consider 
supply and market conditions for navel 
oranges and the need for regulation; in¬ 
terested persons were afforded an oppor¬ 
tunity to submit information and views 
at this meeting; the recommendation 
and supporting information for regula¬ 
tion during the period specified herein 
were promptly submitted to the Depart¬ 
ment after such meeting was held; the 
provisions of this section, including its 
effective time, are identical with the 
aforesaid recommendation of the com¬ 
mittee, and information concerning such 
provisions and effective time has been 
disseminated among handlers of such 
navel oranges; it is necessary, in order 
to effectuate the declared policy of the 
act, to make this section effective during 
the period herein specified; and com¬ 
pliance with this section will not require 
any special preparation on the part of 
persons subject hereto which cannot be 
completed on or before the effective date 
hereof. Such committee meeting was 
held on December 27,1962. 

(b) Order. (1) The respective quan¬ 
tities of navel oranges grown in Arizona 
and designated part of California which 
may be handled during the period be¬ 
ginning at 12:01 a.m., Pjs.t., December 
30,1962, and ending at 12:01 a.m., P.s.t., 
January 6 , 1963, are hereby fixed as 
follows: 

(1) District 1: 600,000 cartons; 

(ii) District 2: 112,790cartons; 

(iii) District 3: 50,000 cartons; 

(iv) District 4: Unlimited movement. 

(2) As used in this section, “handled,” 
“District 1,” “District 2,” “District 3,” 
“District 4,” and “carton” have the same 
meaning as when used in said amended 
marketing agreement and order. 

(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C. 
601-674) 

Dated: December 28,1962. 

Floyd F. Hedlund, 
Director, Fruit and Vegetable 
Division, Agricultural Mar¬ 
keting Service. 

[Pit. Doc. 62-12936; Filed, Dec. 28, 1962 
11:16 ajn.] 


[Lemon Reg. 43] 

PART 910—LEMONS GROWN IN 
CALIFORNIA AND ARIZONA 

Limitation of Handling 

§ 910.343 Lemon Regulation 43. 

(a) Findings. (1) Pursuant to the 
marketing agreement, as amended, and 
Order No. 910, as amended (7 CFR Part 
910, 27 F.R. 8346), regulating the han¬ 
dling of lemons grown in California and 
Arizona, effective under the applicable 
provisions of the Agricultural Marketing 
Agreement Act of 1937, as amended (7 
U.S.C. 601-674), and upon the basis of 
the recommendation and information 
submitted by the Lemon Administrative 
Committee, established under the said 
amended marketing agreement and 
order, and upon other available infor¬ 
mation, it is hereby found that the limi¬ 
tation of handling of such lemons as 
hereinafter provided will tend to effec¬ 
tuate the declared policy of the act. 

(2) It is hereby further found that it 
is impracticable and contrary to the pub¬ 
lic interest to give preliminary notice, 
engage in public rule-making procedure, 
and postpone the effective date of this 
section until 30 days after publication 
hereof in the Federal Register (5 U.S.C. 
1001 - 1011 ) because the time intervening 
between the date when information upon 
which this section is based became avail¬ 
able and the time when this section must 
become effective in order to effectuate 
the declared policy of the act is insuffi¬ 
cient, and a reasonable time is per¬ 
mitted, under the circumstances, for 
preparation for such effective time; and 
good cause exists for making the pro¬ 
visions hereof effective as hereinafter set 
forth. The committee held an open 
meeting during the current week, after 
giving due notice thereof, to consider 
supply and market conditions for lemons 
and the need for regulation; interested 
persons were afforded an opportunity to 
submit information and views at this 
meeting; the recommendation and sup¬ 
porting information for regulation dur¬ 
ing the period specified herein were 
promptly submitted to the Department 
after such meeting was held; the pro¬ 
visions of this section, including its ef¬ 
fective time, are identical with the afore¬ 
said recommendation of the committee, 
and information concerning such pro¬ 
visions and effective time has been dis¬ 
seminated among handlers of such 
lemons; it is necessary, in order to ef¬ 
fectuate the declared policy of the act, 
to make this section effective during the 
period herein specified; and compliance 
with this section will not require any 
special preparation on the part of per¬ 
sons subject hereto which cannot be 
completed on or before the effective date 
hereof. Such committee meeting was 
held on December 26, 1962. 

(b) Order. (1) The respective quan¬ 
tities of lemons grown in California and 
Arizona which may be handled during 
the period beginning at 12:01 a.m., P.s.t., 
December 30, 1962, and ending at 12:01 
a.m., P.s.t., January 6 , 1963, are hereby 
fixed as follows: 

(i) District 1: 46,500 cartons; 


(ii) District 2: 130,200 cartons; 

(iii) District 3: 41,850 cartons. 

(2) As used in this section, “handled,” 
“District 1,” “District 2,” “District 3,” 
and “carton” have the same meaning as 
when used in the said amended market¬ 
ing agreement and order. 

(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C. 
601-674) 

Dated: December 27,1962. 

Paul A. Nicholson, 
Deputy Director, Fruit and Veg¬ 
etable Division , Agricultural 
Marketing Service. 

[F.R. Doc. 62-12929; Filed, Dec. 28, 1962; 
8:52 a.m.J 


Chapter X—Agricultural Stabilization 
and Conservation Service (Market¬ 
ing Agreements and Orders), De¬ 
partment of Agriculture 

[Milk Order No. 3] 

PART 1003—MILK IN WASHINGTON, 
D.C. MARKETING AREA 

Order Amending Order 
§ 1003.0 Findings and determinations. 

The findings and determinations here¬ 
inafter set forth are supplementary and 
in addition to the findings and deter¬ 
minations previously made in connection 
with the issuance of the aforesaid order 
and of the previously issued amendments 
thereto; and all of said previous findings 
and determinations are hereby ratified 
and affirmed except insofar as such 
findings and determinations may be in 
conflict with the findings and determina¬ 
tions set forth herein. 

(a) Findings upon the basis of the 
hearing record. Pursuant to the provi¬ 
sions of the Agricultural Marketing 
Agreement Act of 1937, as amended (7 
U.S.C. 601 et seq.), and the applicable 
rules of practice and procedure governing 
the formulation of marketing agree¬ 
ments and marketing orders (7 CFR 
Part 900), a public hearing was held 
upon certain proposed amendments to 
the tentative marketing agreement and 
to the order regulating the handling of 
milk in the Washington, D.C., marketing 
area. Upon the basis of the evidence in¬ 
troduced at such hearing and the record 
thereof, it is found that: 

(1) The said order as hereby amended, 
and all of the terms and conditions 
thereof, will tend to effectuate the de¬ 
clared policy of the Act; 

(2) The parity prices of milk, as de¬ 
termined pursuant to section 2 of the 
Act, are not reasonable in view of the 
price of feeds, available supplies of feeds, 
and other economic conditions which af¬ 
fect market supply and demand for milk 
in the said marketing area, and the min¬ 
imum prices specified in the order as 
hereby amended, are such prices as will 
reflect the aforesaid factors, insure a 
sufficient quantity of pure and whole¬ 
some milk, and be in the public interest; 

(3) The said order as hereby amended, 
regulates the handling of milk in the 
same manner as, and is applicable only 
to persons in the respective classes of in- 
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dustrial or commercial activity specified 
in, a marketing agreement upon which a 
hearing has been held. 

(b) Additional findings. It is neces¬ 
sary in the public interest to make this 
order amending the order effective not 
later than January 1, 1963. Any delay 
beyond that date would tend to disrupt 
the orderly marketing of milk in the 
marketing area. The provisions of the 
said order are known to handlers. The 
recommended decision of the Assistant 
Secretary of Agriculture was issued 
September 7, 1962, and the decision of 
the Secretary containing all amendment 
provisions of this order, was issued 
December 17,1962. The changes effected 
by this order will not require extensive 
preparation or substantial alteration in 
method of operation for handlers. In 
view of the foregoing, it is hereby found 
and determined that good cause exists 
for making this order amending the 
order effective January 1 , 1963, and that 
it would be contrary to the public inter¬ 
est to delay the effective date of this 
order for 30 days after its publication in 
the Federal Register. (Sec. 4(c), Ad¬ 
ministrative Procedure Act, 5 U.S.C. 
1001 - 1011 .) 

(c) Determinations. It is hereby 
determined that: 

(1) The refusal or failure of handlers 
(excluding cooperative associations 
specified in Sec. 8c(9) of the Act) of more 
than 50 percent of the milk, which is 
marketed within the marketing area, to 
sign a proposed marketing agreement, 
tends to prevent the effectuation of the 
declared policy of the Act; 

( 2 ) The issuance of this order, amend¬ 
ing the order, is the only practical means 
pursuant to the declared policy of the 
Act of advancing the interests of pro¬ 
ducers as defined in the order as herein 
amended; and 

(3) The issuance of the order amend¬ 
ing the order is approved or favored by 
at least two-thirds of the producers who 
during the determined representative 
period were engaged in the production 
of milk for sale in the marketing area. 

Order relative to handling. It is 
therefore ordered, that on and after the 
effective date hereof, the handling of 
milk in the Washington, D.C., market¬ 
ing area shall be in conformity to and in 
compliance with the terms and condi¬ 
tions of the aforesaid order, as amended, 
and as hereby further amended, as 
follows: 

1. The introductory text and para¬ 
graph (a) in § 1003.50 is revised to read 
as follows: 

§ 1003.50 Class prices. 

Subject to the provisions of §§ 1003.51 
and 1003.52 the minimum class prices 
per hundredweight of milk for the month 
shall be as follows: 

(a) Class I price. The price for Class I 
milk shall be $5.35 per hundredweight for 
the months of July through February and 
$4.90 per hundredweight for the months 
of March through June subject to any 


supply-demand adjustment computed 
pursuant to subparagraph ( 1 ) of this 
paragraph: Provided, That the Class I 
price shall not differ by more than 15 
cents from the average price determined 
pursuant to subparagraph ( 2 ) of this 
paragraph: And provided further, That 
the Class I price during the period be¬ 
ginning with the effective date of this 
amendment through December 1963, 
shall be the average price determined 
pursuant to subparagraph ( 2 ) of this 
paragraph minus 7 cents: 

( 1 ) Calculate a supply-demand ad¬ 
justment pursuant to subdivisions (i) 
through (iii) of this subparagraph: 

(i) Calculate the utilization percent¬ 
ages for the two-month period and the 
12 -month period each ending with the 
second preceding month, by dividing the 
total quantity of producer milk pooled 
under the Washington, D.C., and Upper 
Chesapeake Bay Federal milk orders dur¬ 
ing each period by the total quantity of 
pooled Class I milk (excluding any dupli¬ 
cation because of disposition between 
plants) under both orders during the 
same period, respectively, and in each 
case multiply by 100. The two-month 
utilization percentage so computed 
(rounded to the nearest whole percent) 
shall be the “current utilization percent¬ 
age” unless it is outside the range cal¬ 
culated pursuant to subdivision (ii) of 
this subparagraph, in which case the end 
of the range closest to che two-month 
utilization percentage shall be the “cur¬ 
rent utilization percentage”. 

(ii) Compute two percentages by add¬ 
ing 5 to, and by subtracting 5 from, the 
twelve-month utilization percentage 
computed pursuant to subdivision (i) of 
this subparagraph, and compute the de¬ 
viations (rounded to the nearest whole 
percent) above or below 148.5 percent 
of the two resulting percentages. Add 
any such deviations above 148.5 percent 
to a percentage equal to the applicable 
monthly maximum standard utilization 
percentage in the table in subdivision 

(iii) of this subparagraph, and subtract 
any deviations below 148.5 percent from 
a percentage equal to the applicable 
monthly minimum standard utilization 
percentage in such table. The resulting 
percentages constitute the range referred 
to in subdivision (i) of this subpara¬ 
graph. 

(iii) Add to the monthly price a sup¬ 
ply-demand adjustment of 2 cents for 
each whole percent that the current 
utilization percentage is less than the 
applicable monthly minimum standard 
utilization percentage in the table in this 
subdivision, or subtract a supply-demand 
adjustment of 2 cents for each whole per¬ 
cent that the current utilization per¬ 
centage is more than the applicable 
monthly maximum standard utilization 
percentage in the table: Provided , That 
the supply-demand adjustment for any 
month shall not differ from the supply- 
demand adjustment of the preceding 
month by more than 4 cents: 



Month for 
which price 
applies 


January... 

February.. 

March_ 

April.. 

May. 

June. 

July. 

August_ 

September. 

October... 

November. 

December. 


Month for which utiliza¬ 
tion is computed 


Standard 


Min- Max- 
unmn imum 


October-November. _ 
November-December. 
December-January.. 
January-February 

February-March_" 

March-April_” 

April-May_ 

May-June. 

June-July. 

July-August.I" 

August-September. 

September-October. 


133 

133 

138 

140 

140 

143 

156 

160 

159 

160 
152 
138 


137 

137 

142 

144 

144 

147 

MB 

164 

163 

164 
156 
142 


(2) To the average of prices computed 
pursuant to subdivisions (i) and (ii) 0 f 
this subparagraph add 15 cents in any 
of the months of July through February 
or subtract 30 cents from such average in 
any of the months of March through 
June: 

(i) Compute the annual equivalent of 
the Class I price for the same month 
under Order No. 4 for the Philadelphia 
marketing area for milk testing 3.5 per¬ 
cent butterfat (based on the preceding 
month’s butterfat differential) adjusted 
by adding 40 cents in the months of 
April, May and June and subtracting 
40 cents in the months of October, No¬ 
vember and December and no adjust¬ 
ment in other months. 

(ii) Compute the annual equivalent of 
the Class I-A price for the same month 
(prior to seasonal adjustment) under 
Order No. 2 for the New York-New Jer¬ 
sey marketing area. 


(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C. 
601-674) 


Effective date: January 1, 1963. 

Signed at Washington, D.C., on De¬ 
cember 26,1962. 


Orville L. Freeman, 

Secretary. 

[FE. Doc. 62-12893; Filed, Dec. 28, 1962; 
8:51 a.m.] 


[Milk Order No. 16] 

PART 1016—MILK IN UPPER CHESA¬ 
PEAKE BAY MARKETING AREA 

Order Amending Order 

§ 1016.0 Findings and determinations. 

The findings and determinations here¬ 
inafter set forth are supplementary and 
in addition to the findings and deter¬ 
minations previously made in connection 
with the issuance of the aforesaid order 
and of the previously issued amendments 
thereto; and all of said previous findings 
and determinations are hereby ratified 
and affirmed, except insofar as such 
findings and determinations may be in 
conflict with the findings and determi¬ 
nations set forth herein. 

(a) Findings upon the basis of the 
hearing record . Pursuant to the provi¬ 
sions of the Agricultural Marketing 
Agreement Act of 1937, as amended (7 





































Saturday, December 29, 1962 

TTSC 601 et seq.), and the applicable 
rules of practice and procedure governing 
the formulation of marketing agree¬ 
ments and marketing orders (7 CPR 
Part 900), a public hearing was held 
upon certain proposed amendments to 
5; e tentative marketing agreement and 
to the order regulating the handling of 
milk in the Upper Chesapeake Bay 
Marketing Area. Upon the basis of the 
evidence introduced at such hearing and 
the record thereof, it is found that: 

( 1 ) The said order as hereby amended, 
and all of the terms and conditions 
thereof, will tend to effectuate the de¬ 
clared policy of the Act; 

(2) The parity prices of milk, as de¬ 
termined pursuant to section 2 of the 
Act, are not reasonable in view of the 
price of feeds, available supplies of feeds, 
and other economic conditions which 
affect market supply and demand for 
milk in the said marketing area, and 
the minimum prices specified in the or¬ 
der as hereby amended, are such prices 
as will reflect the aforesaid factors, in¬ 
sure a sufficient quantity of pure and 
wholesome milk, and be in the public 
interest; 

(3) The said order as hereby amended, 
regulates the handling of milk in the 
same manner as, and is applicable only 
to persons in the respective classes of 
industrial or commercial activity speci¬ 
fied in, a marketing agreement upon 
which a hearing has been held. 

(b) Additional findings. It is neces¬ 
sary in the public interest to make this 
order amending the order effective not 
later than January 1, 1963. Any delay 
beyond that date would tend to disrupt 
the orderly marketing of milk in the 
marketing area. 

The provisions of the said order are 
known to handlers. The recommended 
decision of the Assistant Secretary of 
Agriculture was issued September 7, 
1962, and the decision of the Secretary 
containing all amendment provisions of 
this order, was issued December 17, 1962. 
The changes effected by this order will 
not require extensive preparation or sub¬ 
stantial alteration in method of opera¬ 
tion for handlers. In view of the 
foregoing, it is hereby found and deter¬ 
mined that good cause exists for making 
this order amending the order effective 
January 1 , 1963, and that it would be 
contrary to the public interest to delay 
the effective date of this order for 30 
days after its publication in the Federal 
Register. (Sec. 4(c), Administrative 
Procedure Act, 5 U.S.C. 1001-1011.) 

(c) Determinations. It is hereby 
determined that: 

(1) The refusal or failure of handlers 
(excluding cooperative associations 
specified in Sec. 8c (9) of the Act) of 
more than 50 percent of the milk, which 
is marketed within the marketing area, 
to sign a proposed marketing agreement, 
tends to prevent the effectuation of the 
declared policy of the Act; 

(2) The issuance of this order, amend¬ 
ing the order, is the only practical means 
Pursuant to the declared policy of the 
Act of advancing the interests of pro¬ 
ducers as defined in the order as herein 
amended; and 
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(3) The issuance of the order amend¬ 
ing the order is approved or favored by 
at least two-thirds of the producers who 
during the determined representative 
period were engaged in the production 
of milk for sale in the marketing area. 

Order relative to handling. It is there¬ 
fore ordered, that on and after the effec¬ 
tive date hereof, the handling of milk 
in the Upper Chesapeake Bay market¬ 
ing area shall be in conformity to and 
in compliance with the terms and condi¬ 
tions of the aforesaid order, as amended, 
and as hereby further amended, as 
follows: 

1. In section 1016.2, paragraph (e) is 
revised to read as follows: 

§ 1016.2 Definitions of persons. 

♦ * * * * 

(e) “Producer” means any dairy 
farmer (except a producer-handler or a 
dairy farmer for other markets) with 
respect to milk of his production which 
is received at a pool plant or by a co¬ 
operative association in its capacity as a 
handler pursuant to § 1016.2(g) (4), or 
which is diverted to a nonpool plant 
(except a plant of a producer-handler or 
a plant where such milk would be priced 
as producer milk subject to the provi¬ 
sions of another order issued pursuant 
to the Act) during any month (s) of 
March through September, or which is 
diverted during any month (s) of Octo¬ 
ber through February to such a nonpool 
plant in accordance with the provisions 
of subparagraphs (1), (2), or (3) of this 
paragraph: Provided , That the milk so 
diverted shall be deemed to have been 
received at the pool plant from which 
diverted: And provided further , That a 
handler shall notify a cooperative as¬ 
sociation prior to diverting milk of such 
cooperative’s members during the 
month: And provided also, That if diver¬ 
sions by a cooperative association or 
other handler exceed the limits described 
in subparagraphs ( 1 ) or ( 2 ), respec¬ 
tively, of this paragraph, all diversions 
by such handler shall be subject to the 
limit of the number of days of diversion 
pursuant to subparagraph (3) of this 
paragraph: 

(1) Diverted as the milk of a member 
of a cooperative association for the ac¬ 
count of such association, if member 
milk so diverted does not exceed 15 per¬ 
cent of the total of such diverted milk 
and other milk of members of such co¬ 
operative association received at pool 
plants during the month; 

(2) Diverted as the milk of a dairy 
farmer not a member of a cooperative 
association for the account of a handler 
not a cooperative association in his ca¬ 
pacity as the operator of a pool plant 
from which the quantity of nonmember 
milk so diverted does not exceed 15 per¬ 
cent of the total of such diverted milk 
and other nonmember milk which is re¬ 
ceived at the pool plant during the 
month; or 

(3) Diverted not more than 10 days 
(5 days in the case of every-other-day 
delivery) during the month, except that 
the definition of producer pursuant to 
this subparagraph shall not include any 
dairy farmer with respect to the milk 
of such farmer which is, during any 
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month of the October through Febru¬ 
ary period, delivered to nonpool plants 
on days in excess of the number of days 
specified in this subparagraph. 

2. The introductory text and para¬ 
graph (a) in § 1016.50 is revised to read 
as follows: 

§ 1016.50 Class prices. 

Subject to the provisions of §§ 1016.51 
and 1016.52 the minimum class prices per 
hundredweight of milk for the month 
shall be as follows: 

(a) Class I price. The price for Class 
I milk shall be $5.35 per hundredweight 
for the months of July through February 
and $4.90 per hundredweight for the 
months of March through June subject 
to any supply-demand adjustment com¬ 
puted pursuant to subparagraph ( 1 ) of 
this paragraph: Provided , That the 
Class I price shall not differ by more than 
15 cents from the average price de¬ 
termined pursuant to subparagraph ( 2 ) 
of this paragraph: And provided fur¬ 
ther, That the Class I price during the 
period beginning with the effective date 
of this amendment through December 
1963, shall be the average price de¬ 
termined pursuant to subparagraph ( 2 ) 
of this paragraph minus 7 cents: 

( 1 ) Calculate a supply-demand ad¬ 
justment pursuant to subdivisions (i) 
through (iii) of this subparagraph: 

(i) Calculate the utilization percent¬ 
ages for the two-month period and the 
12 -month period each ending with the 
second preceding month, by dividing the 
total quantity of producer milk pooled 
under the Washington, D.C., and Upper 
Chesapeake Bay Federal milk orders 
during each period by the total quantity 
of pooled Class I milk (excluding any 
duplication because of disposition be¬ 
tween plants) under both orders during 
the same period, respectively, and in each 
case multiply by 100. The two-month 
utilization percentage so computed 
(rounded to the nearest whole percent) 
shall be the “current utilization per¬ 
centage” unless it is outside the range 
calculated pursuant to subdivision (ii) 
of this subparagraph, in which case the 
end of the range closest to the two-month 
utilization percentage shall be the “cur¬ 
rent utilization percentage”. 

(ii) Compute two percentages by add¬ 
ing 5 to, and by subtracting 5 from, 
the twelve-month utilization percentage 
computed pursuant to subdivision (i) of 
this subparagraph, and compute the 
deviations (rounded to the nearest whole 
percent) above or below 148.5 percent 
of the two resulting percentages. Add 
any such deviations above 148.5 percent 
to a percentage equal to the applicable 
monthly maximum standard utilization 
percentage in the table in subdivision 

(iii) of this subparagraph, and subtract 
any deviations below 148.5 percent from 
a percentage equal to the applicable 
monthly minimum standard utilization 
percentage in such table. The resulting 
percentages constitute the range referred 
to in subdivision (i) of this subpara¬ 
graph. 

(iii) Add to the monthly price a sup¬ 
ply-demand adjustment of 2 cents for 
each whole percent that the current uti¬ 
lization percentage is less than the ap- 
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plicable monthly minimum standard 
utilization percentage in the table in 
this subdivision, or subtract a supply- 
demand adjustment of 2 cents for each 
whole percent that the current utiliza¬ 
tion percentage is more than the appli¬ 
cable monthly maximum standard utili¬ 
zation percentage in the table: Provided, 
That the supply-demand adjustment for 
any month shall not differ from the 
supply-demand adjustment of the pre¬ 
ceding month by more than 4 cents: 


Month for 
which price 
applies 


Standard 

utilization 

Month for which utili- percentage 
zation is computed _ 


Mini- Maxi¬ 
mum mum 


January... 
February. 

March_ 

April.. 

May_ 

June. 

July. 

August_ 

September. 

October... 

November. 

December. 


October-November_ 

November-December... 

Decern ber-J anuary_ 

J anuary-February_ 

February-March.. 

March-Apr 11_ 

April-May.. 

May-June_ 

June-July_ 

July-August. 

August-September_ 

September-October. 


138 

140 

140 

143 

156 

160 

159 

160 
152 
138 


137 

137 

142 

144 

144 

147 

160 

164 

163 

164 
150 
142 


(2) To the average of prices computed 
pursuant to subdivisions (i) and (ii) of 
this subparagraph add 15 cents in any 
of the months of July through February 
or subtract 30 cents from such average 
in any of the months of March through 
June: 

(i) Compute the annual equivalent of 
the Class I price for the same month 
under Order No. 4 for the Philadelphia 
marketing area for milk testing 3.5 per¬ 
cent butterfat (based on the preceding 
month’s butterfat differential) adjusted 
by adding 40 cents in the months of 
April, May and June and subtracting 40 
cents in the months of October, Novem¬ 
ber and December and no adjustment in 
other months. 

(ii) Compute the annual equivalent 
of the Class I-A price for the same month 
(prior to seasonal adjustment) under 
Order No. 2 for the New York-New Jer¬ 
sey marketing area. 


§ 6.363 [Revocation] 

2. Effective upon publication in the 
Federal Register, § 6.363 is revoked in its 
entirety and paragraphs (f) (4) and (5), 
and paragraphs (h), (i), (j), (k), (1), 
(m), and (n) are added to § 6.321 as set 
out below. 

§ 6.321 Office of Emergency Planning. 
***** 

(f) Office of Liaison and Public Af¬ 
fairs. * * * 

(4) Chief, National and International 
Organizations Division. 

(5) The National Coordinator for 
Women’s Activities. 

***** 

(h) Policy Development Office. (1) 
The Director. 

(i) Civil Affairs Office. (1) The Di¬ 
rector. 

(J) Government Readiness Office. ( 1 ) 
The Director. 

(k) Industry and Finance Office. 

(1) The Director. 

(l) Manpower and Services Office. 
(1) The Director. 

(m) Telecommunications Office. (1) 
The Director. 

(n) Program Evaluation Office. (1) 
The Director. 

(R.S. 1753, sec. 2, 22 Stat. 403, as amended; 
5 U.S.C. 631, 633) 

United States Civil Serv¬ 
ice Commission, 

[seal] Mary V. Wenzel, 

Executive Assistant to 
the Commissioners. 

[FR. Doc. 62-12871; Filed Dec. 28, 1962; 
8:49 a.m.] 


Title 6—AGRICULTURAL 
CREDIT 

Chapter IV—Commodity Credit Cor¬ 
poration, Department of Agriculture 


(Secs. 1-19, 48 Stat. 31, as amended; 7 
U.S.C. 601-674) 

Effective date: January 1 , 1963. 

Signed at Washington, D.C., on De¬ 
cember 26, 1962. 

Orville L. Freeman, 
Secretary. 

[F.R. Doc. 62-12894; Filed, Dec. 28, 1962; 
8:51 am.] 

Title 5—ADMINISTRATIVE 
PERSONNR 

Chapter I—Civil Service Commission 

PART 6—EXCEPTIONS FROM THE 
COMPETITIVE SERVICE 

Office of Civil and Defense Mobiliza¬ 
tion; Office of Emergency Planning 

§ 6.163 [Revocation] 

1 . Effective upon publication in the 
Federal Register, § 6.163 is revoked in its 
entirety. 


PART 464—TOBACCO 

Subpart—Tobacco Loan Program 

Level of Price Support 

Statement with respect to the tobacco 
price support loan program is amended 
for the purpose of adding to the list of 
flue-cured seed varieties which will be 
supported at discounted rates. 

Section 464.1203 Level of price sup¬ 
port , is hereby amended by deleting the 
last sentence thereof and substituting 
the following sentence: “Flue-cured to¬ 
bacco of varieties Coker 139, Coker 140, 
Coker 316, Reams 64, and Dixie Bright 
244, or a mixture or strain of such seed 
varieties or any breeding line of flue- 
cured tobacco seed varieties, including, 
but not limited to, 187-Golden Wilt (also 
designated by such names as No-Name, 
XYZ, Mortgage Lifter, Super XYZ), hav¬ 
ing the quality and chemical characteris¬ 
tics of the seed varieties designated as 
Coker 139, Coker 140, Coker 316, Reams 
64, or Dixie Bright 244 will be supported 


at one-half the support rate for mm 
parable grades of acceptable varieties*' 

(Sec. 4, 62 Stat. 1070, as amended* 15 n ' 
714b. Interpret or apply sec. 5, 62 SfedlS# 
secs. 101, 106, 401, 403, 63 Stat ioV 2, 
amended, 1054; 74 Stat. 6; 15 USC S ^ 
US.C. 1441, 1445, 1421, 1423; sec. 125 *70 sL 
198, 7 U.S.C. 1813) ’ Stat * 


Effective date: Date of signature. 

Signed at Washington, D.C on n* 
cember 21 , 1962. ’ e ' 


Orville L. Freeman, 
Secretary. 

[F.R. Doc. 62-12862; Filed, Dec. 28 

8:48 am.l b2. 


Title 49—TRANSPORTATION 

Chapter I—Interstate Commerce 
Commission 

[S. O. 940, Arndt. 1] 

PART 95—CAR SERVICE 

Chicago, Milwaukee, St. Paul and Pa¬ 
cific Railroad Company Authorized 
To Operate Over Certain Trackage 
of Fort Dodge, Des Moines & South¬ 
ern Railway Company 

At a session of the Interstate Com¬ 
merce Commission, Safety and Service 
Board No. 1, held in Washington, D.C., 
on the 21st day of December A.D. 1962.' 

Upon further consideration of Serv¬ 
ice Order No. 940 (27 F.R. 6235) and 
good cause appearing therefor: 

It is ordered. That: 

Section 95.940 (a) The Chicago, Mil¬ 
waukee, St. Paul and Pacific Railroad 
Company authorized to operate over cer¬ 
tain trackage of Fort Dodge, Des Moines 
& Southern Railway Company of Serv¬ 
ice Order No. 940 be, and it is hereby, 
amended by substituting the following 
paragraph (d) for paragraph (d) 
thereof: 

(d) Expiration date. This section 
shall expire at 11:59 p.m., December 31, 
1963, unless otherwise modified, changed, 
suspended, or annulled by order of this 
Commission. 

Effective date: This amendment shall 
become effective at 11:59 p.m. Decem¬ 
ber 31, 1962. 

(Secs. 1, 12, 15, 24 Stat. 379, 383, 384, as 
amended; 49 U.S.C. 1, 12, 15. Interprets or 
applies secs. 1 (10-17), 15(4), 40 Stat 101, 
as amended, 54 Stat. 911; 49 U.S.C. 1 (10- 
17), 15(4)) 

It is further ordered, That a copy of 
this amendment shall be served upon 
the Iowa State Commerce Commission, 
the Illinois Commerce Commission, and 
upon the Association of American Rail¬ 
roads, Car Service Division, as agent of 
the railroads subscribing to the car serv¬ 
ice and per diem agreement under the 
terms of that agreement; and that notice 
of this amendment be given to the gen¬ 
eral public by depositing a copy in the 
office of the Secretary of the Commis¬ 
sion at Washington, D.C., and filing it 


vi 

K< 






























Saturday, December 29, 1962 
^ the Director, Office of the Federal 

Register. 

B the Commission, Safety and Serv¬ 
ice Board No. 1. 

i Harold D. McCoy, 

[sealJ Secretary. 

,-n Doc 62-12853; Filed, Dec. 28, 1962; 
1 FK ' 8:47 a.m.] 

Title 21— FOOD AND DRUGS 

chQ ter \—Food and Drug Adminis¬ 
tration, Department of Health, Edu¬ 
cation, and Welfare 
SUBCHAPTER b— food and food products 
PART ]21 —FOOD ADDITIVES 

Subpart A— Definitions and Proce¬ 
dural and Interpretative Regula¬ 
tions 

Editorial Revision 

Sections 121.90 and 121.91 are revised 
as set forth below, for the purpose of 
rearrangement of existing text, deletion 
of obsolete material, and the making of 
minor editorial changes, with the ex¬ 
ception of changes in the date columns 
of those items included in § 121.90 under 
the headings ‘‘Synthetic Flavoring Sub¬ 
stances and Adjuncts” and Flavoring 
Substances and Natural Substances 
Used in Conjunction with Flavors”, to 
provide for further extensions of the ef¬ 
fective date of the statute. This docu¬ 
ment includes all regulations and 
amendments published prior to De¬ 
cember 19, 1962. 

§121.90 Further extensions of effective 
date of statute for certain specified 
food additives as direct additives to 

food. 

On the basis of data supplied in ac¬ 
cordance with § 121.84 and findings that 
no undue risk to the public health is in¬ 
volved; that conditions exist that make 
necessary the prescribing of an addi¬ 
tional period of time for obtaining toler¬ 
ances or denials of tolerances or* for 
granting exemptions from tolerances; 
that bona fide action to determine the 
applicability of section 409 or to develop 
the scientific data necessary for action 
under such section was commenced be¬ 
fore March 6, 1960, and has been there¬ 
after pursued with reasonable diligence; 
that such extension is consistent with the 
objective of carrying to completion in 
good faith the scientific investigations 
necessary as a basis for action under 
such section, the following substances 
may be used in food, under certain speci¬ 
fied conditions and for the specified 
period of time, or until regulations shall 
have been issued establishing or denying 
tolerances or exemptions from the re¬ 
quirements of tolerances, in accordance 
with section 409 of the act, whichever 
occurs first: 

No. 251—Ft. I - 4 


FEDERAL REGISTER 


12895 


Miscellaneous i 


Product 


2-Acetylamino-5-nitrothiazole_ 
Aluminum stearate. 


Betaine, anhydrous, or betaine hydro¬ 
chloride. 

1,1 - Bis(p - chlorophenyl) - 2,2,2 - tri- 
cliloroethanol. 

Bithionol (60%) and methiotriazaminc 

( 10 %). 

Boron (from sodium borate or boric 

Butoxypolyethylene polypropylene gly¬ 
col (mol. wt. 2500-2600). 

BHA (butylated hydroxyanisole). 


Do. 


BHT (butylated hydroxy toluene). 

Do--. 


Butyl stearate. 
Do.. 


Calcium disodium ethylenediamine 
tfitrfiBCCt&tc# 

Cobalt (from cobalt gluconate, sulfate, 
chloride, or carbonate). 

Copper (from copper chloride, cupric 
oxide, copper gluconate, or copper 
sulfate). 

Coumarone-indene resin.. 

Dime thy lpolysiloxane (100-360 centi- 
strokes). 

Disodium ethylenediamine tetraacetate. 

Ethylene oxide.-. 


Specified uses or restrictions 


Do.. 


Eugenol. 
Do.-. 


Fat, animal and vegetable, hydrolyzed 
(free of toxic impurities). 

Ferric choline citrate..-.-. 

Ferrous fumarate.-. 


Fluorine (from sodium, potassium, or 
calcium fluoride). 

Folic acid... 


Formaldehyde.. 


Do. 


Fumaric acid--- 

Glycerin, polymerized, esterified with 
oleic, stearic, and coconut oil fatty 
acids (free of chick-edema factor). 

Glyceryl abietatc (glycerin ester of wood 
rosin). 

Hydrobiotite, exfoliated (magnesium- 
alum ilium-iron silicate). 


Iodine (from dehydrated kelp).. 

Isopropyl alcohol.- 

Do—. 

Lecithin, hydroxylated. 

Do.. 


In turkey feed to prevent and control 
black head; limit 0.015% for prevention, 
0.05% for control. 

Component of defoamcr used in produc¬ 
tion of beet sugar. 

Dietary supplement; limit 100 mg. per day. 

From use on fresh mint leaves for control of 
mites; limit 100 p.p.m. as residue in mint 

In poultry feed as a coccidiostat; limited to 
2 lb. per ton feed with no residue in 
edible tissues of poultry. Discontinue 
feeding article 3 days prior to slaughter. 
Dietary supplement; limit 0.1 mg. boron 
per day. , . 

Component of defoamer used in the pro¬ 
duction of beet sugar; limit 1 p.p.m. in 
the finished sugar. 

Component of defoamer used in produc¬ 
tion of beet sugar; limit 0.1% of de¬ 
foamer. * 

Component of defoamer used in production 
of yeast; limit 0.1% of defoamer. 

.do.... ....... 

Componentof defoamer used in production 
of beet sugar; limit 0.1% of defoamcr. 
Componentof defoamer used in the produc¬ 
tion of beet sugar. 

Component of defoamer used in production 
of yeast. ,, _ 

Sequestrant in carbonated beverages; limit 
35 p.p.m. 

Dietary supplement; limit 1.0 mg. cobalt 
per day. 

Dietary supplement; limit 2.0 mg. copper 
day. 

Component of chewing gum base-- 

Defoaming agent in food processing. 

Trace mineral solubilizer for feeds for ru¬ 
minant animals; 200 p.p.m. 

Fumigation of starch from corn, wheat, 
rice, arrowroot, potatoes and tapioca 
when such starch is used as a thickener; 
limit 50 p.p.m. ethylene oxide in starch. 
Fumigation of flour from wheat, corn, 
oats, soybeans, rye, potato, rice, and 
tapioca when such flour is used as a 
thickener; limit 50 p.p.m. ethylene oxide 
in flour. . 

Component of defoamer used in produc¬ 
tion of yeast; limit 0.1% of defoamer. 
Component of defoamer used in produc¬ 
tion of beet sugar; limit 0.1% of defoamer. 
In feed for livestock and poultry; limit 
12.5%. 

Nutrient and dietary supplement- _ 
Dietary supplement; limit 115 mg. ©f iron 
per day. 

Dietary supplement; limit 0.5 mg. fluorine 
per day. .. . . 

In foods for special dietary use; limit 0.4 
mg. per day. , . 

Component of defoamer used in the pro¬ 
duction of beet sugar; limit 0.01 p.p.m 
in sugar. , . _ 

Component of defoamer used In produc¬ 
tion of yeast; limit 0.01 p.p.m. in final 
product. , . 

Used as acidifier, flavoring, and leavening, 
agent; limit 0.3%. 

Crystallization inhibitor in foods. 


and fruit drinks; limit 60 p.p.m. 

A. In formulated poultry feed: 

1 . As a nutrient carrier. 

2 . As a blending agent. 

B. In animal feed: 

1 . As a nonnutritive bulking agent. 

2 . As a nutrient carrier. 

3. As a blending agent. . 

Dietary supplement; limit 0.7 mg. lodi 

per day. , . , 

Component of defoamcr used in produc¬ 
tion of yeast. , , 

Component of defoamer used in produc¬ 
tion of beet sugar. 

Component of defoamer used in produc¬ 
tion of yeast. , . , 

Component of defoamer used in produc¬ 
tion of beet sugar. 


Effective 
date of statute 
extended to— 

Progress 
report re¬ 
quired by— 

July 

1,1963 1 

Jan. 

1,1963 

July 

1,1963 



*Jan. 

1,1964 

July 

1,1963 

Jan. 

1,1963 



Jon. 

1,1963 


Jan. 

1,1964 

July 

1,1963 

Jan. 

1,1963 



July 

1,1963 


. 

July 

1,1963 



July 

1,1963 



July 

1,1963 



July 

1,1963 



July 

1,1963 



Jan. 

1,1963 


Jan. 

1,1964 

July 

1,1963 

Jan. 

1,1964 

July 

1,1963 

Jan. 

1,1963 



July 

1,1963 

Jan. 

1,1963 

Jan. 

1,1964 

July 

1,1963 

July 

1,1963 

Jan. 

1,1963 

July 

1,1963 

Jan. 

1,1963 

July 

1,1963 



July 

1,1963 



July 

1,1963 

Jan. 

1,1963 

. Jan. 

1,1964 

July 

1,1963 

Jan. 

1,1964 

July 

1,1963 

Jan. 

1,1964 

July 

1,1963 

July 

1,1963 

Jan. 

1,1963 

July 

1,1963 


. 

July 

1,1963 



July 

1,1963 

Jan. 

1,1963 

Jan. 

1,1963 



July 

1,1963 

Jan. 

1,1963 

Jan. 
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Saturday, 


December 29, 1962 


Product 


marino blue (double silicate of 
aluminum with sodium 

Twfwetate P°l3™e r . 


^•SSS&wSsr fumarate 


U ettbulyrati a pr d opyle^; y ' 
Acrylic acid and its methyl, ethyl, 
butyl, or propyl esters; 

Acrylonitrile; 

Vinyl chloride; 

Vbiyhdene chloride-itaconic acid co- 

yffyhdene chloride-methyl acrylate 

f chloride-methy 1 acrylate- 

yJgSdacrylate- 
riHylsulfonic acid acrylamide co- 

vffiene chloride methyl acrylate- 
vinylsulfonic acid copolymer 
Wax/microcrystallme and paraffin: 

Type X: A congealing point of 160 F. 
maximum (ASTM D-938); an ultra- 
St absorptivity (ASTM E-131): 
0 04 liter per gram centimeter maxi¬ 
mum at 290 m M ; an oil content of 1.5% 
maximum (ASTM D-721); and a 
SayboU color of 20 minimum (ASTM 

^ypc II: Ultraviolet absorptivity: 
10 liter per gram centimeter maxi¬ 
mum at 290 mu’, an oil content of 5.0% 
maximum, and a color of 3.0 maxi¬ 
mum (ASTM D-1500). 

Do.... 


Wood flour-- 

Xylene. 

Zinc carbonate-- 

Zinc chromate (yellow). 

Zinc dibutyldithiocarbamate— 


Zinc diethyldith iocarbamate... 
Zinc dimethyldithiocarbamate. 
Zinc formaldehyde sulfoxylate. 

Zinc hydrosulflte_ 


Zinc-2-mercaptobenzothiazole. 


Zinc octoate. 
Zinc oxide.. 


Zinc salt of fatty acids. 


Zinc stearate. 
Zinc sulfide.. 


Specified uses or restrictions 


Effective 
date of statute 
extended to— 


Progress 
report re¬ 
quired by— 


Colorant in rubber and rubber products 
used for food-handling equipment. 


July 1,1963 


Component of sizings of paper and paper- 
board for food-packaging materials. 
Component of lining for food containers— 
Component of ooating of paper and paper- 
board for food packaging. 

.do. 


July 

July 

Jan. 


July 


Component of film for food packaging. 


July 


1,1963 

1,1963 
1,1963 

1,1963 


Jan. 1,1963 


1,1963 


_do. 

_do. 

Component of coating of paper and paper- 
board for food packaging. 


July 

July 

Jan. 


1,1963 
1,1963 
1,1963 


_ d0 . July 1,1963 

Plasticizer in rubber and rubber products July 1,1963 
used for food-handling equipment. 


Constituent of food-packaging materials 
and protective coatings; lubricant or 
release agent. 

Filler in rubber and rubber products used 
for food-handling equipment. 

Component of coating of paper and paper- 
board for food packaging. 

Filler in rubber and rubber products used 
for food-handling equipment. 

Colorant in rubber and rubber products 
used for food-handling equipment. 
Accelerator in vulcanization of rubber and 
rubber products used for food-handling 
equipment. 

_do.—. 

.do.-. 

Component of coating of paper and paper- 
board for food-packaging. 

Adjuvant or laminant used in manufac¬ 
ture of textile fibers or fabrics for pack¬ 
aging dry food. 

Accelerator in vulcanization of rubber and 
rubber products used for food-handling 
equipment. 

Component of coating of paper and paper- 
board for food packaging. 

Filler and activator in vulcanization of 
rubber and rubber products used for 
food-handling equipment. 

Activator in vulcanization of rubber and 
rubber products used for food-handling 
equipment. 

_do.—... 

Filler in rubber and rubber products used 
for food-handling equipment. 


July 

July 

Jan. 

July 

July 

July 

July 

July 

Jan. 

July 

July 

Jan. 

July 


July 


July 

July 


1,1963 

1,1963 
1,1963 
1,1963 
1,1963 
1,1963 

1,1963 
1,1963 
1,1963 

1,1963 

1,1963 

1,1963 
1,1963 

1,1963 

1,1963 
1,1963 


Act (sec. 409(c)(1), 72 Stat. 1786; 21 
U.S.C. 348(c)(1)), and under the au¬ 
thority delegated to the Commissioner 
by the Secretary of Health, Education, 
and Welfare (25 F.R. 8625), the food 
additive regulations (21 CFR Part 121) 
are amended by adding to Subpart D 
the following new section: 

§ 121.1111 Synthetic glycerin. 

Synthetic glycerin may be safely used 
in food, subject to the provisions of this 
section * 

(a) it is produced by the hydro- 
genolysis of carbohydrates and shall 
contain not in excess of 0.2 percent by 
weight of a mixture of butanetriols. 

(b) It is used or intended for use in an 
amount not to exceed that reasonably 
required to produce its intended effect. 

Any person who will be adversely 
affected by the foregoing order may at 
any time within 30 days from the date 
of its publication in the Federal Reg¬ 
ister file with the Hearing Clerk, De¬ 
partment of Health, Education, and 
Welfare, Room 5440, 330 Independence 
Avenue SW., Washington 25, D.C., 

written objections thereto. Objections 
shall show wherein the person filing will 
be adversely affected by the order and 
specify with particularity the provisions 
of the order deemed objectionable and 
the grounds for the objections. If a 
hearing is requested, the objections must 
state the issues for the hearing. A hear¬ 
ing will be granted if the objections are 
supported by grounds legally sufficient 
to justify the relief sought. Objections 
may be accompanied by a memorandum 
or brief in support thereof. All docu¬ 
ments shall be filed in quintuplicate. 

Effective date. This order shall be 
effective on the date of its publication in 
the Federal Register. 

(Sec. 409(c)(1), 72 Stat. 1786; 21 U.S.C. 
348(c)(1)) 

Dated: December 21,1962. 

Geo. P. Larrick, 

Commissioner of Food and Drugs. 

[F.R. Doc. 62-12892; Filed, Dec. 28, 1962; 
8:51 ajn.] 


Title 9—ANIMALS AND 
ANIMAL PRODUCTS 


(Sec. 6(c), Public Law 85-929, as amended sec. 2, Public Law 87-19; 72 Stat. 1788, as 
amended 75 Stat. 42; 21 U.S.C., note under sec. 342) 


Chapter I—Agricultural Research 
Service, Department of Agriculture 


Effective date. This order shall become effective upon its publication in the 

Federal Register. 


SUBCHAPTER C—INTERSTATE TRANSPORTATION 
OF ANIMALS AND POULTRY 


Dated: December 27,1962. 


[F.R. Doc. 62-12928; 


PART 121—FOOD ADDITIVES 

Subpart D—Food Additives Permitted 
in Food for Human Consumption 

Synthetic Glycerin 

The Commissioner of Food and Drugs, 
having evaluated the data submitted in 
a petition filed by Atlas Chemical In- 


Leo P. Larrick, 

Commissioner of Food and Drugs. 

Dec. 28,1962; 8:52 a.m.] 


dustries, Inc., Wilmington 99, Delaware, 
and other relevant material, has con¬ 
cluded that the following regulation 
should issue with respect to the use of 
the food additive synthetic glycerin, 
made from the hydrogenolysis of carbo¬ 
hydrates, as a component of food. 
Therefore, pursuant to the provisions of 
the Federal Food, Drug, and Cosmetic 


PART 74—SCABIES IN SHEEP 
Interstate Movement 

On September 26,1962, there was pub¬ 
lished in the Federal Register (27 F.R. 
9521), a notice with respect to a proposal 
to amend § 74.3 of Part 74, as amended, 
Title 9, Code of Federal Regulations. 
After due consideration of all relevant 
material and pursuant to the provisions 
of sections 1 through 4 of the Act of 
March 3, 1905, as amended, sections 1 
and 2 of the Act of February 2, 1903, as 
amended, and sections 4 through 7 of 
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the Act of May 29, 1884, as amended 
(21 U.S.C. 111-113, 115, 114, 120, 121, 123- 
126), § 74.3 of Part 74, as amended, Title 
9, Code of Federal Regulations, is hereby 
amended to read as follows, § 74.2 re¬ 
maining unchanged as hereinafter set 
forth: 

§ 74.2 Designation of free and infected 
areas. 

(a) Notice is hereby given that sheep 
in the following States, Territory, and 
District, or parts thereof as specified, are 
not known to be infected with scabies, 
and such States, Territory, District, and 
parts thereof, are hereby designated as 
free areas: 

(1) Alabama, Arizona, Arkansas, Cali¬ 
fornia, Colorado, Connecticut, Delaware, 
District of Columbia, Florida, Georgia, 
Idaho, Louisiana, Maine, Massachusetts, 
Mississippi, Montana, Nevada, New 
Hampshire, North Carolina, North Da¬ 
kota, Oregon, Puerto Rico, Rhode Island, 
South Carolina South Dakota, Texas, 
Utah, Vermont, Washington, Wisconsin, 
and Wyoming; 

(2) The following Counties in Ne¬ 
braska: Arthur, Banner, Blaine, Box 
Butte, Brown, Chase, Cherry, Cheyenne, 
Dawes, Deuel, Dundy, Garden, Grant, 
Hooker, Keith, Keya, Paha, Kimball, 
Loup, Morrill, Perkins, Rock, Sheridan, 
Sioux, Scotts Bluff, and Thomas; 

(3) In New Mexico: Catron, Colfax, 
Dona Ana, Grant, Harding, Hidalgo, Los 
Alamos, Luna, McKinley, Mora, Rio 
Arriba, Sandoval, San Juan, San Miguel, 
Santa Fe, Sierra, Taos, and Union 
Counties; all of Socorro County except 
that portion lying east of U.S. Highway 
85; and all of Valencia County except 
that portion lying east of the Rio Puerco 
river from its intersection with the 
southwest corner of Bernalillo County 
to its intersection with the Socorro 
County line; 

(4) The following Counties in Kansas: 
Republic, Cloud, Ottawa, Saline, Mc¬ 
Pherson, Harvey, Sedgwick, and Sumner, 
and all Counties in the State of Kansas 
lying west thereof; 

(5) The following Counties in Michi¬ 
gan: Alcona, Alger, Alpena, Antrim, 
Baraga, Benzie, Charlevoix, Cheboygan, 
Chippewa, Crawford, Delta, Dickinson, 
Emmet, Gogebic, Grand Traverse, 
Houghton, Iron, Kalkaska, Keweenaw, 
Leelanau, Luce, Mackinac, Manistee, 
Marquette, Menominee, Missaukee, 
Montmorency, Ontonagon, Oscoda, Ot¬ 
sego, Presque Isle, Roscommon, School¬ 
craft, and Wexford; 

(6) The following Counties in Hawaii: 
Honolulu and Kauai. 

(b) Notice is hereby given also that 
sheep scabies exists in all States and 
Territories and parts of States not des¬ 
ignated as free areas in paragraph (a) 
of this section, and they are hereby des¬ 
ignated as infected areas. 

§ 74.3 Designation of eradication areas. 

(a) Notice is hereby given that sheep 
in the following States, Territories, or 
parts thereof as specified, are being han¬ 
dled systematically to eradicate scabies 
in sheep, and such States, Territories, 
and parts thereof, are hereby designated 
as eradication areas: 


(1) Illinois, Kentucky, Minnesota, New 
Jersey, New York, Oklahoma, Pennsyl¬ 
vania, and Tennessee; 

(2) All Counties in Nebraska except 
Arthur, Banner, Blaine, Box Butte, 
Brown, Chase, Cherry, Cheyenne, Dawes, 
Deuel, Dundy, Garden, Grant, Hooker, 
Keith, Keya Paha, Kimball, Loup, Mor¬ 
rill, Perkins, Rock, Sheridan, Sioux, 
Scotts Bluff, and Thomas; 

(3) In New Mexico: That portion of 
Socorro County lying east of U.S. High¬ 
way 85; that portion of Valencia County 
lying east of the Rio Puerco river from 
its intersection with the southwest cor¬ 
ner of Bernalillo County to its intersec¬ 
tion with the Socorro County line; and 
all other Counties in New Mexico except 
Catron, Colfax, Dona Ana, Grant, Hard¬ 
ing, Hidalgo, Los Alamos, Luna, McKin¬ 
ley, Mora, Rio Arriba, Sandoval, San 
Juan, San Miguel, Santa Fe, Sierra, Taos, 
and Union; 

(4) All Counties in Hawaii except 
Honolulu and Kauai; 

(5) The following Counties in Kansas: 
Washington, Clay, Dickinson, Marion, 
Butler, Cowley, and all Counties in the 
State of Kansas lying east thereof. 

(Secs. 4-7, 23 Stat. 32, as amended, secs. 1, 2, 
32 Stat. 791-792, as amended, secs. 1-4, 33 
Stat. 1264, as amended, 1265, as amended; 21 
U.S.C. 111-113, 115, 117, 120, 121, 123-126; 
19 F.R. 74, as amended) 

Effective date. The foregoing amend¬ 
ment shall become effective 30 days after 
publication in the Federal Register. 

The amendment adds the State of 
Oklahoma to the list of eradication areas 
since the cooperative sheep scabies eradi¬ 
cation program is now being conducted 
in such State. This State is presently in¬ 
cluded in the infected areas as sheep 
scabies is known to exist therein. After 
the effective date of this amendment, the 
restrictions pertaining to the interstate 
movement of sheep from or into infected 
and eradication areas as contained in 9 
CFR Part 74, as amended, will apply to 
such State. 

Done at Washington, D.C., this 26th 
day of December 1962. 

B. T. Shaw, 
Administrator , 

Agricultural Research Service. 

[F.R. Doc. 62-12912, Filed, Dec. 28, 1962; 

8:52 a.m.] 


Title 10—ATOMIC ENERGY 

Chapter I—Atomic Energy 
Commission 

PART 40—LICENSING OF SOURCE 
MATERIAL 

Uranium Counterweights in Aircraft, 
Rockets, Projectiles, and Missiles 

Section 40.13(c) (5) of Part 40 Licens¬ 
ing of Source Material , exempts from 
licensing requirements uranium con¬ 
tained in aircraft counterweights in¬ 
stalled in aircraft and stored or handled 
in connection with installation or re¬ 
moval of such counterweights in or from 
aircraft. Section 40.13(c)(5) provides, 


however, that the counterweight* 
he “• * * manufactured in accwdat 
with a specific license issued bv the rvl 
mission * * *” e L0] 

In addition to use in “aircraft” urai 
um counterweights also are used n 
suant to a specific license, in rockS 
projectiles, or missiles which do n 
clearly fall within the definition of “at 
craft” and therefore the provisions of 
exemption in § 40.13(c) (5) may not a 
ply. The use of such counterweigh 
in air and space vehicles such as rocket 
projectiles, and missiles does not prese 
any significantly different radiatioi 
safety considerations than their use 
airplanes or other forms or aircrafl 
The following amendment broadens t] 
exemption of § 40.13(c) (5) to inclu 
uranium counterweights used in rockel 
projectiles, and missiles as well as 
craft. 

It is intended that the exemption 
§ 40.13(c) (5) apply only to uranii 
counterweights which the Commissii 
has evaluated and licensed with the vit 
that the counterweights would be dii 
tributed on a license-exempt basis. T 
revised language of the amendment is 
a clarifying nature which will define witl 
greater particularity the type of specific 
license under which aircraft counter¬ 
weights distributed under § 40.13(c) 
must be manufactured. The manufac¬ 
turing specifications of each manufac¬ 
turer’s uranium counterweights will 
evaluated by the Commission with p 
ticular emphasis on plating or other 
casement of the counterweights if the: 
are to be distributed under the exemp¬ 
tion of § 40.13(c) (5). 

Under the present provisions 
§ 40.23, uranium counterweights installs 
in aircraft may be exported under 
eral license to any country or destinatio) 
other than a destination listed in § 40.! 
The following amendment would extendi 
the scope of the general license in' 
§ 40.23(c) to authorize the export 
uranium counterweights installed in 
rockets, projectiles, or missiles. 

Because the following amendment 
would relieve from, rather than impose 
restrictions under regulations currently 
in effect, and the amendment of § 40.23 

(c) involves the foreign affairs functions 
of the United States, and immediate ef¬ 
fectiveness will not adversely affect any 
person, the Commission has found that 
notice of proposed rule making and pub¬ 
lic procedure thereon are unnecessary 
and contrary to the public interest, and 
good cause exists why this amendment 
should be made effective without the 
customary period of prior notice. 

Pursuant to the Atomic Energy Act of 
1954, as amended, and the Administra¬ 
tive Procedure Act of 1946, the following 
amendment is published as a document 
subject to codification and is effective 
upon publication in the Federal Reg¬ 
ister 

1. Section 40.13(c)(5) is amended to 
read as follows: 

(5) Uranium contained in counter¬ 
weights installed in aircraft, rockets, 
projectiles, and missiles, or stored or 
handled in connection with installation 
or removal of such counterweights, 
when: 







Murda'J. 


December 29, 1962 


I 


T he counterweights are manufac- 
*d in accordance with a specific 
.nse issued by the Commission author- 
distribution by the licensee pur- 
„t to this subparagraph; 
ii) Each counterweight has been 
oressed with the following legend 
•riv legible through any plating or 
J covering: “CAUTION—RADIO- 
fnVE MATERIAL-URANIUM,” and 
(iii) The plating or other covering has 
been removed or penetrated. 

8 paragraph 40.23(c) is amended by 
J» r tin? the words “rockets, projectiles, 
nr missiles," immediately after the words 
“totalled in aircraft.” As amended, 
nuragraph (c) reads as follows: 

(c) A general license designated AEC- 
GRO-SMC is hereby issued authorizing 
Seaport from the United States to any 
foreign country or destination, except 
Muntries or destinations listed in § 40.90, 
o? uranium in the form of counter¬ 
weights installed in aircraft, rockets, 
Brojectiles or missiles, provided that such 
counterweights have been manufactured 
under a specific license issued by the 
Commission and have been impressed 
with a statement, clearly legible after 
Dlating. which states, “CAUTION—RA¬ 
DIOACTIVE MATERIAL—URANIUM.’ 
(Sec. 161. 68 stat. 948, 42 U.S.C. 2201) 

Dated at Germantown, Md., this 13th 
| day of December 1962. 

For the Atomic Energy Commission. 

Woodford B. McCool, 

Secretary. 

(FA. Doc. 62-12828; Piled, Dec. 28, 1962; 

8:43 am.] 


PART 50— LICENSING OF PRODUC¬ 
TION AND UTILIZATION FACILITIES 

Issuance of Provisional Construction 
Permits 

On March 15, 1962 the Commission 
published in the Federal Register (27 
F.R. 2479 ) a proposed amendment to 
? 50.35 designed to identify the principal 
elements of the safety determination 
which the Commission makes when it 
issues a provisional construction permit. 

All interested persons were invited to 
ftibmit written comments and sugges¬ 
tions for consideration in connection 
with the proposed amendment within 
sixty days after publication of the notice 
in the Federal Register. No comments 
were received. 

Notice is hereby given that pursuant 
to the Administrative Procedure Act and 
the Atomic Energy Act of 1954, as 
amended, the following rule is adopted 
to be effective thirty days after publica¬ 
tion in the Federal Register. 

Section 50.35 of Part 50, 10 CFR, is 
amended to read as follows: 

§ 50.35 Issuance of provisional con¬ 
struction permits. 


FEDERAL REGISTER 

struction permit which approves all pro¬ 
posed design features, the Commission 
may issue a provisional construction per¬ 
mit if the Commission finds that (1) the 
applicant has described the proposed 
design of the facility, including, but not 
limited to, the principal architectural 
and engineering criteria for the design, 
and has identified the major features or 
components on which further technical 
information is required; (2) the omitted 
technical information will be supplied; 
(3) the applicant has proposed, and 
there will be conducted, a research and 
development program reasonably de¬ 
signed to resolve the safety questions, if 
any, with respect to those features or 
components which require research and 
development; and that (4) on the basis 
of the foregoing, there is reasonable as¬ 
surance that (i) such safety questions 
will be satisfactorily resolved at or be¬ 
fore the latest date stated in the applica¬ 
tion for completion of construction of the 
proposed facility and (ii) taking into 
consideration the site criteria contained 
in Part 100, the proposed facility can be 
constructed and operated at the pro¬ 
posed location without undue risk to the 
health and safety of the public. 

(b) A provisional construction permit 
will constitute an authorization to the 
applicant to proceed with construction 
but will not constitute Commission ap¬ 
proval of the safety of any design feature 
or specification unless the applicant 
specifically requests such approval and 
such approval is incorporated in the per¬ 
mit. The applicant, at his option, may 
request such approvals in the provisional 
construction permit or, from time to 
time, by amendment of his construc¬ 
tion permit. The Commission may, in 
its discretion, incorporate in any pro¬ 
visional construction permit provisions 
requiring the applicant to furnish peri¬ 
odic reports of the progress and results 
of research and development programs 
designated to resolve safety questions. 

(c) Any construction permit will be 
subject to the limitation that a license 
authorizing operation of the facility will 
not be issued by the Commission until 
(1) the applicant has submitted to the 
Commission, by amendment to the ap¬ 
plication, the complete final hazards 
summary report, portions of which may 
be submitted and evaluated from time 
to time, and (2) the Commission has 
found that the final design provides 
reasonable assurance that the health and 
safety of the public will not be en¬ 
dangered by operation of the facility in 
accordance with the requirements of the 
license and the regulations in this 
chapter. 

(Secs. 161, 185, 68 Stat. 948, 956; 42 U.S.C. 
2201, 2235) 

Dated at Germantown, Md., this 13th 
day of December 1962. 

For the Atomic Energy Commission. 


(a) When an applicant has not sup¬ 
plied initially all of the technical infor¬ 
mation required to complete the appli¬ 
cation and support the issuance of a con- 


WOODFORD B. McCOOL, 

Secretary . 

[F.R. Doc. 62-12829; Filed, Dec. 28. 1962; 
8:45 a.m.] 
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Title 12—BANKS AND BANKING 

Chapter II—Federal Reserve System 

[Reg. I] 

PART 209—ISSUE AND CANCELLA¬ 
TION OF CAPITAL STOCK OF FED¬ 
ERAL RESERVE BANKS 

1. Effective February 1, 1963, Part 209 
is revised to read as follows: 

Sec. 

209.1 National bank in process of organi¬ 

zation. 

209.2 State bank becoming member. 

209.3 Increase or decrease of capital or 

surplus. 

209.4 Increase or decrease of deposits by 

mutual savings bank. 

209.5 Merger or consolidation. 

209.6 Conversion of national bank. 

209.7 Insolvency. 

209.8 Voluntary liquidation. 

209.9 Other closed national banks. 

209.10 Other closed state member banks. 

209.11 Voluntary withdrawal from member¬ 

ship. 

209.12 Involuntary termination of member¬ 

ship. 

209.13 Cancellation of old and issue of new 

stock certificate. 

209.14 Forms. 

Authority; §§ 209.1 to 209.14 issued under 
12 U.S.C. 248(i). Interprets or applies 12 
UB.C. 321-338, 486, 1814, 1816. 

§ 209.1 National bank in process of or¬ 
ganization. 

Each national bank, 1 * while in process 
of organization, 3 * * * * shall file with the Fed¬ 
eral Reserve Bank of its district an ap¬ 
plication on Form FR 30, and each non¬ 
member State bank converting into a 
national bank, 8 shall file an application 


1 Under the provisions of section 19 of the 
Federal Reserve Act (12 U.S.C. 466), national 
banks located in a dependency or insular 
possession or any part of the United States 
outside the States of the United States and 
the District of Columbia are not required to 
become members of the Federal Reserve Sys¬ 
tem but may, with the consent of the Board, 
become members of the System. Any such 
bank desiring to be admitted to the System 
under the provisions of section 19 should 
communicate with the Federal Reserve Bank 

with which it desires to do business. 

3 A new national bank with no capital or 
board of directors which Is organized by the 
Federal Deposit Insurance Corporation pur¬ 
suant to the provisions of section 11(h) of 
the Federal Deposit Insurance Act (12 U.S.C. 
1821(h)), should not apply for stock of the 
Federal Reserve Bank of its district until it 
is in process of organization as a national 
bank with capital pursuant to the provisions 
of section 11 (k) of the Federal Deposit In¬ 
surance Act (12 U.S.C. 1821(k)). 

3 Whenever a State member bank is con¬ 
verted into a national bank under section 
5154 of the Revised Statutes (12 U.S.C. 35), 
it may continue to hold as a national bank 
its shares of Federal Reserve Bank stock 
previously held as a State member bank. If 
the aggregate amount of its capital and sur¬ 
plus is increased or decreased, the national 
bank shall file an application on Form FR 
56, as provided in § 209.3, for additional 
shares of Federal Reserve Bank stock or for 

cancellation of Federal Reserve Bank stock. 
The certificate of stock issued in the name of 
the State member bank shall be surrendered 

and canceled, and a new certificate will be 

issued in lieu thereof in the name of the 

national bank, as provided in § 209.13. 
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on Form FR 30a, for an amount of 
capital stock of the Federal Reserve 
Bank of its district equal to six per cent 
of the paid-up 4 capital and surplus of 
such national bank. If the application 
is found to be in proper form it will be 
approved by the Federal Reserve Bank 
effective if and when the Comptroller 
of the Currency issues to such bank his 
certificate of authority to commence 
business. Upon approval, the applying 
bank shall thereupon 5 pay the Federal 
Reserve Bank of its district one-half of 
the amount of its subscription and, upon 
receipt of advice from the Federal Re¬ 
serve Bank as to the required amount, 
one-half of one per cent of its paid-up 
subscription for each month from the 
period of the last dividend, and upon re¬ 
ceipt of the payment for Federal Re¬ 
serve Bank stock the Federal Reserve 
Bank will issue a receipt therefor, place 
the amount in a suspense account, and 
notify the Comptroller of the Currency 
that it has been received. When the 
Comptroller of the Currency issues his 
certificate of authority to commence 
business the Federal Reserve Bank will 
issue a stock certificate as of the date 
upon which the bank opens for business. 
The remaining half of the subscription 
of the applying bank will be subject to 
call when deemed necessary by the 
Board of Governors of the Federal Re¬ 
serve System. 

§ 209.2 Slate bank becoming member. 

Any State bank, Morris Plan bank, or 
mutual savings bank, desiring to become 
a member of the Federal Reserve Sys¬ 
tem shall make application as provided 
in Part 208 of this chapter (Regulation 
H) and, when such application has been 
approved by the Board of Governors of 
the Federal Reserve System and all ap¬ 
plicable requirements have been com¬ 
plied with, the Federal Reserve Bank 
will issue an appropriate certificate of 
Federal Reserve Bank stock as provided 
in § 208.5(b) of this chapter. 

§ 209.3 Increase or decrease of capital 
or surplus. 

Whenever any member bank increases 
or decreases the aggregate amount of its 
paid-up capital and surplus,* it shall file 


4 Subscriptions to the capital stock of the 
Federal Reserve Bank must be made in an 
amount at least equal to six per cent of the 
amount of the capital and surplus of the 
applying bank which is to be paid in at the 
time the Comptroller of the Currency au¬ 
thorizes it to commence business. In order 
to avoid the necessity of making applica¬ 
tions for additional stock in the Federal 
Reserve Bank, as additional installments of 
the capital and surplus of the applying bank 
are paid in, application may be made for 
stock in the Federal Reserve Bank in an 
amount equal to six per cent of the author¬ 
ized capital of the applying bank, plus six 
per cent of the amount of surplus, if any, 
which the subscribers to the capital of the 
applying bank have agreed to pay in. 

5 Payment may be made, if desired, at any 
time prior to approval of the application. 

0 If a member bank sets up a reserve for 
dividends payable in common stock, such 
reserve will be regarded as surplus for the 
purpose of determining the amount of Fed¬ 
eral Reserve Bank stock which the bank is 


with the Federal Reserve Bank of its 
district an application on Form FR 56 
for such additional amount or for the 
cancellation of such amount, as the case 
may be, of the capital stock of the Fed¬ 
eral Reserve Bank of its district as may 
be necessary to make its total sub¬ 
scription to Federal Reserve Bank stock 
equal to six percent of its combined capi¬ 
tal and surplus. After an application 
for additional Federal Reserve bank 
stock has been approved by the Federal 
Reserve Bank, the applying member 
bank shall pay to the Federal Reserve 
Bank of its district one-half of its ad¬ 
ditional subscription, plus one-half of 
one percent a month from the period of 
the last dividend on such Federal Re¬ 
serve Bagik stock, whereupon the appro¬ 
priate certificate of stock will be issued 
by the Federal Reserve Bank. The re¬ 
maining half of such additional sub¬ 
scription will be subject to call when 
deemed necessary by the Board of Gov¬ 
ernors of the Federal Reserve System. 
After an application for cancellation of 
Federal Reserve Bank stock has been 
approved, the Federal Reserve Bank will 
accept and cancel the stock which the 
applying bank is required to surrender, 
and will pay to the member bank a sum 
equal to all cash paid subscriptions 
made on the stock canceled plus one-half 
of one percent a month from the period 
of the last dividend, not to exceed the 
book value thereof. 

§ 209.4 Increase or decrease of deposits 
by mutual savings bank. 

Whenever, as shown by the last report 
of condition as of a date preceding Jan¬ 
uary 1 or July 1 of each year, the total 
deposit liabilities of a mutual savings 
bank which is a member of the Federal 
Reserve System have increased or de¬ 
creased since the last adjustment of its 
holdings of Federal Reserve Bank stock, 
the bank shall file with the Federal Re¬ 
serve Bank of its district an application 
on Form FR 56a for such additional 
amount or for the cancellation of such 
amount, as the case may be, of Federal 
Reserve Bank stock of its district as may 
be necessary to make its total subscrip¬ 
tion to Federal Reserve Bank stock equal 
to six-tenths of one percent of its total 
deposit liabilities as shown by such last 
report of condition, and Federal Reserve 
Bank stock will be issued or canceled in 
the manner described in § 209.3. In the 
case of any mutual savings bank which 
is not permitted by the laws under which 
it was organized to purchase stock in 
the Federal Reserve Bank and has a de¬ 
posit with the Federal Reserve Bank in 
lieu of such subscription, such deposit 
will be adjusted in the same manner as 
subscriptions for stock. 

§ 209.5 Merger or consolidation. 

(a) Whenever two or more member 
banks merge or consolidate and such ac¬ 
tion results in the merged or consolidated 


required to hold, provided such reserve is 
established pursuant to a resolution of the 
board of directors, will become a part of the 
permanent capital of the bank, and will not 
be used for any other purpose than the pay¬ 
ment of dividends in common stock. 


bank acquiring by operation of law • n 
Federal Reserve Bank stock owned kJ 
the other bank or banks, and which *' 
results in the merged or consolidat 
bank having an aggregate capital 1 
surplus in excess of, or less than the *] 
gregate capital and surplus of the merv 
ing or consolidating member banks S 
merged or consolidated bank shall 7 
provided in § 209.3, file with the Federal 
Reserve Bank of its district an applied 
tion on Form FR 56 for such addition* 
amount, or for the cancellation of suchi 
amount, as the case may be, of Feder* I 
Reserve Bank stock of its district as mav 
be necessary to make its total subscrin 
tion to Federal Reserve Bank stock equal 
to six percent of its combined capital and 
surplus. In any such case, the merged 
or consolidated bank shall surrender to 
the Federal Reserve Bank the certificates! 
of Federal Reserve Bank stock held by 
the merged or consolidated bank and a 
new certificate will be issued as provided 
in § 209.13(b). Q 

(b) Whenever a member bank merges 
or consolidates with a nonmember bank 
under the charter of the latter bank an 
application on Form FR 86a shall be filed 
with the Federal Reserve Bank for can¬ 
cellation of Federal Reserve Bank stock 
held by the member bank. Upon ap¬ 
proval of such application, the Federal 
Reserve Bank will cancel such stock as 
of the date the merger or consolidation 
takes effect, and will adjust accounts by 
applying to any indebtedness of the 
merging or consolidating bank to such 
Federal Reserve Bank all cash paid sub¬ 
scriptions made on the stock canceled 
plus one-half of one percent a month 
from the period of the last dividend, not 
to exceed the book value thereof, and 
the remainder, if any, will be paid to the 
merged or consolidated bank. 


§ 209.6 Conversion of national hank. 

Whenever a national bank converts l 
into a nonmember State bank, an appli¬ 
cation on Form FR 86b shall be filed 


7 Section 5 of the Federal Reserve Act pro¬ 
vides that “Shares of the capital stock of I 
Federal Reserve Banks owned by member | 
banks shall not be transferred or hypoth¬ 
ecated.” This provision prevents a trails- | 
fer of Federal Reserve Bank stock by pur¬ 
chase, but does not prevent a transfer by 
operation of law. Where one member bank 
purchases all or a substantial portion of 
the assets of another member bank, the 
latter being placed in liquidation, it is neces¬ 
sary for the liquidating bank to surrender | 
its Federal Reserve Bank stock, as provided 
in § 209.8, and for the purchasing bank, if 
its capital and surplus is increased or de¬ 
creased, to adjust its holdings of Federal 
Reserve Bank stock as provided in § 209.3. 

If the assets and obligations of a merging 
or consolidating member bank are trans¬ 
ferred to a merged or consolidated member 
bank by operation of law, no bank being 
placed in liquidation, the merged or consoli¬ 
dated bank becomes the owner of the Federal | 
Reserve Bank stock of the merging or con¬ 
solidating bank as soon as the merger or 
consolidation takes effect, and a new certifi¬ 
cate representing Federal Reserve Bank stock 
will be issued as provided in § 209 . 13 (b). 
Mergers or consolidations under the acts of 
Congress providing for the merger or consoli¬ 
dation of national banking associations (12 
U.S.C. 215, 215a) meet all of these conditions. 
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th the Federal Reserve Bank for can- 
nation of Federal Reserve Bank stock 
IJJSm hy the national bank. Upon ap- 
.rnval of such application, the Federal 
Reserve Bank will cancel such stock as 
*f the date the conversion takes effect, 
will adjust accounts in the manner 
described in § 209.5(b). 

§209.7 Insolvency. 

Whenever a member bank is declared 
insolvent and a receiver 8 appointed, the 
receiver shall, within three months from 
the date of his appointment, file with 
the Federal Reserve Bank of the district 
an application on Form FR 87 for can¬ 
cellation of Federal Reserve Bank stock 
held by the insolvent member bank. If 
the receiver fails to make application 
within the time specified, the board of 
directors of the Federal Reserve Bank 
will either issue an order to cancel such 
stock, or, if the circumstances warrant 
it grant the receiver additional time in 
which to file an application. Upon ap¬ 
proval of such application or upon is¬ 
suance of such order, the Federal Reserve 
Bank will cancel such stock as of the date 
of such approval or order and will adjust 
accounts in the manner described in 
1209.5(b). 


§209.8 Voluntary liquidation. 

Whenever a member bank goes into 
voluntary liquidation, as, for example, 
upon sale of assets to another bank, the 
liquidating agent or some other person 
or persons duly authorized by the stock¬ 
holders or board of directors to act on 
behalf of the bank shall, within three 
months irom the date of the vote to 
place the bank in voluntary liquidation, 
file with the Federal Reserve Bank of 
the district an application on Form FR 
86 for cancellation of Federal Reserve 
Bank stock held by the liquidating mem¬ 
ber bank. If such application is not filed 
within the time specified, the board of 
directors of the Federal Reserve Bank 
will either issue an order to cancel such 
stock, or, if the circumstances warrant 
it, grant additional time in which to file 
an application. Upon approval of such 
application, or upon issuance of such or¬ 
der, the Federal Reserve Bank will cancel 
such stock as of the date of such approval 
or order and will adjust accounts between 
the liquidating member bank and the 
Federal Reserve Bank in the manner 
described in § 209.5(b). 


§ 209.9 Other closed national banks. 


(a) Whenever a national bank which 
has no: gone into liquidation as provided 
in section 5220 of the Revised Statutes 
of the United States (12 U.S.C. 181), and 
for which a receiver has not been ap¬ 
pointed, discontinues its banking opera¬ 
tions for a period of sixty days, the Fed¬ 
eral Reserve Bank will report the facts to 
the Comptroller of the Currency with a 
statement of reasons why a receiver 
should be appointed for the national 
bank. If such receiver is appointed, the 
procedure prescribed in § 209.7 for can¬ 
cellation of Federal Reserve Bank stock 
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held by the national bank shall be fol¬ 
lowed. 

(b) Whenever a national bank has 
been placed in the hands of a conserva¬ 
tor, the procedure prescribed in § 209.7 
for cancellation of Federal Reserve Bank 
stock held by such bank shall be followed; 
provided a certificate is furnished by the 
Comptroller of the Currency to the effect 
that the conservator has been authorized 
to apply for cancellation of Federal Re¬ 
serve Bank stock, and that the bank is 
to be liquidated and is not to be permitted 
to resume business or to reorganize. 

§ 209.10 Other closed State member 
banks. 

Whenever a State member bank ceases 
to exercise banking f unctions without be¬ 
ing placed in liquidation in accordance 
with the laws of the State in which it is 
located and without a receiver 9 ap¬ 
pointed for it, and such bank has not 
within sixty days of the cessation of 
banking functions applied for with¬ 
drawal from membership in the Federal 
Reserve System as provided in Part 208 
of this chapter (Regulation H), the Fed¬ 
eral Reserve Bank of the district in which 
such State member bank is located will 
furnish the Board of Governors of the 
Federal Reserve System with full infor¬ 
mation with reference to the facts in¬ 
volved in the case and with a definite 
recommendation as to whether the 
Board should require the State member 
bank to surrender its Federal Reserve 
Bank stock and terminate all rights and 
privileges of membership in the Federal 
Reserve System. Upon receipt of this ad¬ 
vice, if termination of membership of 
the State member bank appears de¬ 
sirable, the Board will give the member 
bank notice of the date upon which a 
hearing will be held to determine 
whether its membership should be termi¬ 
nated. If, after such hearing, the mem¬ 
bership of a State bank is terminated, 
the Board will direct the Federal Reserve 
Bank of the Federal Reserve district in 
which the member bank is located to 
cancel the Federal Reserve Bank stock 
as of the date of termination of member¬ 
ship and adjust accounts in the manner 
described in § 209.5 (b). 

§ 209.11 Voluntary withdrawal from 
membership. 

Any State member bank desiring to 
withdraw from membership in the Fed¬ 
eral Reserve System shall follow the pro¬ 
cedure set forth in Part 208 of this 
chapter (Regulation H), and when all 
applicable requirements of § 208.10 of 
this chapter have been complied with 
the Federal Reserve Bank will cancel 
the Federal Reserve Bank stock held by 
the member bank as of the date of 
withdrawal from membership and will 
adjust accounts in the manner described 
in § 209.5(b). 

§ 209.12 Involuntary termination of 
membership. 

Any State member bank whose mem¬ 
bership has been terminated for failure 
to comply with the provisions of the 


*Th ’ term “receiver"* includes any person, 
commission, or other agency charged by law 
with the duty of winding up the affairs of 

the bank. 


9 The term '‘receiver” includes any person, 
commission, or other agency charged by law 
with the duty of winding up the affairs of 
the bank. 


Federal Reserve Act or regulations of 
the Board of Governors of the Federal 
Reserve System shall surrender its Fed¬ 
eral Reserve Bank stock as of the date 
membership is terminated and accounts 
will be adjusted in the manner described 
in § 209.5(b). 

§ 209.13 Cancellation of old and issue 
of new stock certificate. 

(a) Whenever a member bank changes 
its name it shall surrender to the Fed¬ 
eral Reserve Bank the certificate of 
Federal Reserve Bank stock which was 
issued to it under its old name. If the 
Federal Reserve Bank has or is furnished 
with proof of the change of name, it will 
cancel the certificate so surrendered and 
will issue in lieu thereof to and in the 
name of the member bank surrendering 
it a new certificate for the number of 
shares represented by the certificate so 
surrendered. 

(b) If a member bank has filed an ap¬ 
plication for an increase or decrease in 
its holdings of Federal Reserve Bank 
stock pursuant to the provisions of 
§ 209.3, or has acquired the Federal Re¬ 
serve Bank stock from another bank by 
virtue of a merger or consolidation of 
the kind described in § 209.5(a), it shall 
surrender the stock certificate previously 
issued to it and the certificate represent¬ 
ing any stock so acquired, and the Fed¬ 
eral Reserve Bank will issue a new cer¬ 
tificate for the number of shares repre¬ 
sented by the surrendered certificate or 
certificates decreased by the number of 
shares canceled or increased by the 
number of additional shares to be issued. 

(c) In order to provide a convenient 
means for identifying shares of Federal 
Reserve Bank stock purchased and paid 
for prior to March 28, 1942, as to which 
dividends are not subject to Federal 
taxation, the Federal Reserve Bank will 
endorse on the back of the stock certif¬ 
icate an appropriate notation setting 
forth the number of shares represented 
which were purchased and paid for prior 
to March 28, 1942, and the number of 
shares purchased and paid for on or 
after that date. In lieu of issuing a 
single certificate, the Federal Reserve 
Bank may issue two certificates to each 
member bank holding both classes of 
stock, one representing stock purchased 
and paid for prior to March 28, 1942, and 
the other representing stock purchased 
and paid for on or after that date, in 
which case the former will be endorsed 
to read: “This certificate represents 
shares of Federal Reserve Bank stock 
which were purchased and paid for prior 
to March 28, 1942.“ No endorsement 
will be necessary on the latter certif¬ 
icate. 

§ 209.14 Forms. 

All forms referred to in this part and 
all such forms as they may be amended 
from time to time shall be a part of the 
regulation contained in this part. 

2a. The purpose of this revision is to 
eliminate obsolete provisions with re¬ 
spect to duties of the Federal Reserve 
agent; provide procedures to be followed 
in case of merger or consolidation of a 
member bank with a nonmember bank, 
conversion of a national bank into a non- 
member bank, and involuntary ter m i n a- 
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tion of membership; and authorize the 
issuance of two stock certificates in order 
to indicate stock issued before March 28, 
1942. 

b. This revision was the subject of a 
notice of proposed rule making, pub¬ 
lished in the Federal Register (27 F.R. 
12271), and was adopted by the Board 
after consideration of all comments re¬ 
ceived from interested persons. 

Board of Governors of the 
Federal Reserve System, 
[seal] Merritt Sherman, 

Secretary . 

[F.R. Doc. 62-12889; Filed, Dec. 28, 1962; 
8:50 a.m.] 


[Reg. Q] 

PART 217—PAYMENT OF INTEREST 
ON DEPOSITS 

Interest Rate on Time Deposits of 
European Investment Bank 

§ 217*128 Interest rate on time de¬ 
posits of European Investment Bank. 

(a) By the Act of October 15, 1962 
(P.L. 87-827), section 19 of the Federal 
Reserve Act was amended to exempt, for 
a period of three years, time deposits of 
“foreign governments, monetary and fi¬ 
nancial authorities of foreign govern¬ 
ments when acting as such, or interna¬ 
tional financial institutions of which the 
United States is a member” from the 
limitations prescribed pursuant to that 
section on the maximum rate of interest 
payable by member banks on time and 
savings deposits. 

(b) The Board has been presented 
with the question whether this exemp¬ 
tion is applicable to time deposits of the 
European Investment Bank. 

(c) The European Investment Bank 
was established by treaty between six 
European nations, and its stock is held 
by the member nations. The Bank is 
engaged principally in making loans and 
guarantees to business enterprises in the 
member countries in furtherance of the 
objectives of the European Common 
Market. 

(d) The Bank cannot reasonably be 
regarded as a “foreign government”. 
Even if it may be considered an “inter¬ 
national financial institution”, it is not 
one of which the United States is a 
member. Clearly, it does not act as a 
“monetary” authority of foreign govern¬ 
ments. In a broad sense the Bank’s 
activities are of a “financial” nature; 
but, in the light of the context of the 
statute and in view of its purposes as 
evidenced by its legislative history, it 
is the Board’s view that the Bank’s func¬ 
tions are not such as to warrant the 
conclusion that it is a “financial author¬ 
ity” of foreign governments. 

(e) Accordingly, the European In¬ 
vestment Bank does not fall within any 
of the categories of institutions described 
in the Act of October 15, 1962, and, con¬ 
sequently, time deposits of the Bank in 


Sc 


member banks of the Federal Reserve 
System are not exempted from limita¬ 
tions on maximum interest rates pre¬ 
scribed by the Board pursuant to section 
19 of the Federal Reserve Act and this 
Part. 


(12 U.S.C. 248(i). Interprets or applies 12 
U.S.C. 264(c)(7), 371, 371a, 371b, 461) 


Dated at Washington, D.C., this 20th 
day of December 1962. 


Board of Governors of the 
Federal Reserve System, 
[seal] Merritt Sherman, 

Secretary. 

[F.R. Doc. 62-12838; Filed, Dec. 28, 1962; 
8:46 a.m.] 


[Reg. Y] 

PART 222—BANK HOLDING 
COMPANIES 


Applicability of Bank Service Corpora¬ 
tion Act in Certain Bank Holding 

Company Situations 

§ 222.115 Applicability of Bank Service 
Corporation Act in certain bank 
holding company situations. 

(a) Questions have been presented to 
the Board of Governors regarding the 
applicability of the recently enacted 
Bank Service Corporation Act (Public 
Law 87-856, approved October 23, 1962) 
in cases involving service corporations 
that are subsidiaries of bank holding 
companies under the Bank Holding Com¬ 
pany Act of 1956. In addition to being 
charged with the administration of the 
latter Act, the Board is named in the 
Bank Service Corporation Act as the 
Federal supervisory agency with respect 
to the performance of bank services for 
State member banks. 

(b) Holding company-owned corpora¬ 
tion serving only subsidiary banks. ( 1 ) 
One question is whether the Bank Serv¬ 
ice Corporation Act is applicable in the 
case of a corporation, wholly owned by 
a bank holding company, which is en¬ 
gaged in performing “bank services”, as 
defined in section 1(b) of the Act, ex¬ 
clusively for subsidiary banks of the 
holding company. 

(2) Except as noted below with re¬ 
spect to section 5 thereof, the Bank Serv¬ 
ice Corporation Act is not applicable in 
this case. This is true because none of 
the stock of the corporation performing 
the services is owned by any bank and 
the corporation, therefore, is not a “bank 
service corporation” as defined in sec¬ 
tion 1(c) of the Act. A corporation can¬ 
not meet that definition unless part of 
its stock is owned by two or more banks. 
The situation clearly is unaffected by sec¬ 
tion 2(b) of the Act which permits a cor¬ 
poration that fell within the definition 
initially to continue to function as a bank 
service corporation although subse¬ 
quently only one of the banks remains 
as a stockholder in the corporation. 

(3) However, although it is not a bank 
service corporation, the corporation in 
question and each of the banks for which 
it performs bank services are subject to 
section 5 of the Bank Service Corpora¬ 
tion Act. That section, which requires 
the furnishing of certain assurances to 
the appropriate Federal supervisory 


agency in connection with the perform I 
ance of bank services for a bank is an I 
plicable whether such services are 
formed by a bank service corporation nil 
by others. ur P 

(4) Section 4(a) (1) of the Bank Hold . 
ing Company Act prohibits the acauki 1 
tion by a bank holding company nil 
“direct or indirect ownership or coni 
trol” of shares of a nonbanking com I 
pany, subject to certain exception 
Section 4(c) (1) of the Act exempts from 
section 4(a) (1) shares of a company en I 
gaged “solely in the business of furnish- 1 
ing services to or performing services! 
for” its bank holding company or sub I 
sidiary banks thereof. Assuming that 
the bank services performed by the cor¬ 
poration in question are “services” 
the kinds contemplated by section I 
4(c) (1) of the Bank Holding Company I 
Act (as would be true, for example, of 
the electronic data processing of deposit 
accounts), the holding company’s own¬ 
ership of the corporation’s shares in the I 
situation described above clearly is per¬ 
missible under that section of the Act. 

(c) Bank service corporation owned by 
holding company subsidiaries and ser®- 
ing also other banks. (1) The other 
question concerns the applicability of 
the Bank Service Corporation Act and , 
the Bank Holding Company Act in the 
case of a corporation, all the stock of 
which is owned either by a bank holding 
company and its subsidiary banks to¬ 
gether or by the subsidiary banks alone, ! 
which is engaged in performing “bank I 
services”, as defined in section 1(b) of 
the Bank Service Corporation Act, for 
the subsidiary banks and for other banks, 
as well. 

(2) In contrast to the situation under 
paragraph (b) of this section, the cor¬ 
poration in this case is a “bank service | 
corporation” within the meaning of sec¬ 
tion 1(c) of the Bank Service Corpora¬ 
tion Act because of the ownership by 
each of the subsidiary banks of a part 
of the corporation’s stock. This stock 
ownership is one of the important facts 
differentiating this case from the first 
one. Being a bank service corporation, 
the corporation in question is subiect to 
section 3 of the Act concerning applica¬ 
tions to bank service corporations by 
competitive banks for bank services, and 
to section 4 forbidding a bank service 
corporation from engaging in any ac¬ 
tivity other than the performance of 
bank services for banks. Section 5, men¬ 
tioned previously and relating to “as¬ 
surances”, also is applicable in this case. 

(3) The other important difference 
between this case and the situation in 
paragraph (b) of this section is that 
here the bank service corporation per¬ 
forms services for nonsubsidiary banks, 
as well as for subsidiary banks. This is 
permissible because section 2(a) of the 
Bank Service Corporation Act, which 
authorizes any two or more banks to 
invest limited amounts in a bank service 
corporation, removes all limitations and 
prohibitions of Federal law exclusively 
relating to banks that otherwise would 
prevent any such investment. From the 
legislative history of section 2(a), it is 
clear that section 6 of the Bank Holding 
Company Act is among the limitations 
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onri prohibitions so removed. But for 
Uch removal, section 6(a)(1) of that 
Art would make it unlawful for any of 
the subsidiary banks of the bank holding 
rnmoany in question to own stock in the 
bLk service corporation subsidiary of 
the holding company, as the exemption 
n section 6(b) (1) would not apply be- 
“ use of the servicing by the bank service 
rorporation of nonsubsidiary banks. 

(4) Because the bank service corpora¬ 
tion referred to in the question is serving 
banks other than the subsidiary banks, 
the bank holding company is not exempt 
under section 4(c) (1) of the Bank Hold¬ 
ing Company Act from the prohibition 
of acquisition of nonbanking interests 
in section 4(a) (1) of that Act. The 
bank holding company, however, is en¬ 
titled to the benefit of the exemption 
in section 4(c) (4) of the Act. That sec¬ 
tion exempts from section 4(a) “shares 
which are of the kinds and amounts 
eligible for investment by National bank¬ 
ing associations under the provisions of 
section 5136 of the Revised Statutes”. 
Section 5136 provides, in part, that: 
“Except as hereinafter provided or 
otherwise permitted by law, nothing 
herein contained shall authorize the pur¬ 
chase by the association for its own ac¬ 
count of any shares of stock of any 
corporation.” As the provisions of sec¬ 
tion 2(a) of the Bank Service Corpora¬ 
tion Act and its legislative history make 
it clear that shares of a bank service 
corporation are of a kind eligible for in¬ 
vestment by national banks under sec¬ 
tion 5136, it follows that the direct or 
indirect ownership or control of such 
shares by a bank holding company are 
permissible within the amount limita¬ 
tion discussed in paragraph (d) of this 


section. 

(d) Limit on investment by bank 
holding company system in stock of bank 
service corporation . (1) In the situa¬ 

tion presented by paragraph (c) the 
bank holding company clearly owns or 
controls, directly or indirectly, all of 
the stock of the bank service corpora¬ 
tion. The remaining question, there¬ 
fore, is whether the total direct and 
indirect investment of the bank holding 
company in the bank service corporation 
exceeds the amount permissible under 
the Bank Holding Company Act. 

(2) The effect of sections 4(a) (1) and 
4(c)(4) of the Bank Holding Company 
Act is to limit the amount of shares of a 
bank service corporation that a bank 
holding company may own or control, 
directly or indirectly, to the amount 
eligible for investment by a national 
bank, as previously indicated. Under 
section 2(a) of the Bank Service Cor¬ 
poration Act, the amount of shares of 
a bank service corporation eligible for 
investment by a national bank may not 
exceed “10 per centum [of the bank’s] 
* * * paid-in and unimpaired capital 
and unimpaired surplus”. 

(3) The Board’s view is that this as¬ 
pect of the matter should be determined 
in accordance with the principles set 
forth in § 222.111, as revised (27 F.R. 
12671), involving the application of sec¬ 
tions 4(a)(1) and 4(c)(4) of the Bank 
Holding Company Act in the light of sec¬ 
tion 302(b) of the Small Business In- 
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vestment Act limiting the amount eli¬ 
gible for investment by a national bank 
in the shares of a small business 
investment company to two percent of 
the bank’s “capital and surplus”. 

(4) Except for the differences in the 
percentage figures, the investment limi¬ 
tation in section 302(b) of the Small 
Business Investment Act is essentially 
the same as the investment limitation 
in section 2(a) of the Bank Service Cor¬ 
poration Act since, as an accounting 
matter and for the purposes under con¬ 
sideration, “capital and surplus” may be 
regarded as equivalent in meaning to 
“paid-in and unimpaired capital and un¬ 
impaired surplus”. Accordingly, the 
maximum permissible investment by a 
bank holding company system in the 
stock of a bank service corporation 
should be determined in accordance with 
the formula prescribed in § 222.111. 
(12U.S.C. 1844) 

Dated at Washington, D.C., this 20th 
day of December 1962. 

By order of the Board of Governors. 

[seal] Merritt Sherman, 

Secretary. 

[F.R. Doc. 62-12890; Filed, Dec. 28, 1962; 

8:50 a.m.] 


Title 13—BUSINESS CREDIT 
AND ASSISTANCE 

Chapter I—Small Business 
Administration 

[Admt. 3] 

PART 101—ADMINISTRATION 
Miscellaneous Amendments 

Part 101 of Title 13 of the Code of 
Federal Regulations is hereby amended 
by revising §§ 101.2 to 101.3 therein. As 
revised, §§ 101.2 to 101.3 read as follows: 

§ 101.2 Organization of the Washing¬ 
ton Office—Administrator. 

All offices heading §§ 101.2 to 101.2-9 
are located in Washington, D.C., and 
their heads report directly to the Ad¬ 
ministrator. The Administrator deter¬ 
mines policy and directs programs to aid, 
assist and protect small business, serves 
as Chairman of the Loan Policy Board 
and of the White House Committee on 
Small Business, and reports to the Presi¬ 
dent and Congress on Agency program 
accomplishments and small business 
problems. 

§ 101.2—1 Office of Economic Adviser. 

(a) The Office of Economic Adviser 
provides the focus for research in the 
economic dynamics of small business. 
Analyzes the economic effects of SBA 
activities and advises the Administrator. 
Makes continuing studies and analyses of 
small firms and the competitive factors 
affecting them. Conducts industry and 
environmental studies of economic 
changes. At the request of other offices, 
or the operating departments of SBA, 
conducts research on specific problems. 

(b) Gathers and evaluates size infor¬ 
mation and suggests changes in size 


standards. Directs research required to 
advise the Administrator concerning the 
effect of economic conditions on funds 
required by the Agency to meet financing 
demands of small business. 

(c) Conducts economic and statistical 
research showing the impact of SBA 
policies and programs on small business 
for inclusion in official reports. Con¬ 
ducts negotiations for studies on com¬ 
petitive factors affecting small business 
authorized by section 8(c) of the Small 
Business Act, as amended. Performs 
other duties, including membership on 
the Size Appeals Board, as assigned to 
the office by the Administrator. 

§ 101.2—2 Office of the General Counsel. 

Serves as legal adviser to the Ad¬ 
ministrator and program and adminis¬ 
trative officials of the Agency. Analyzes 
and interprets legislation, regulations, 
and orders relating to the operations of 
SBA. Negotiates with other Govern¬ 
ment agencies as to the legal aspects of 
SBA programs and operations. Gives 
legal counsel, drafts legal instruments 
and operating procedures, and provides 
assistance on procurement and technical 
assistance and management and re¬ 
search assistance programs and adminis¬ 
trative operations of the Agency. Par¬ 
ticipates with the Department of Justice 
in litigation arising from delinquent 
loans, criminal matters, and other SBA 
activities. Reviews legislative proposals 
affecting small business and develops 
recommendations for the Bureau of the 
Budget and Congressional committees, 
prepares legislative proposals relating to 
SBA and develops reports for Congres¬ 
sional hearings or the Office of the Presi¬ 
dent. Serves as Chairman of the Size 
Appeals Board. 

(a) Liquidation and Litigation Divi¬ 
sion. Advises operating officials with 
respect to legal action to be taken in 
connection with the servicing and collec¬ 
tion of loans and investments. Refers 
to the Department of Justice for collec¬ 
tion and other action to protect the 
interests of SBA, delinquent loans and 
all other civil litigation. Refers to the 
Department of Justice any evidence indi¬ 
cating a violation of the Small Business 
Act, the Small Business Investment Act, 
or the Criminal Code of the United 
States. Prepares cases for submission 
to the Department of Justice for litiga¬ 
tion or prosecution and assists U.S. 
Attorneys in the trial of cases whenever 
necessary. Participates with other divi¬ 
sions of the Office of General Counsel 
with respect to any litigation in connec¬ 
tion with their functions and activities. 

(b) Loan Division. Provides legal 
counsel to Agency officials in the develop¬ 
ment and implementation of policies and 
procedures relating to the financial as¬ 
sistance programs including advice with 
respect to loan applications, disburse¬ 
ment and servicing of current loans un¬ 
der the Small Business Act, as amended. 
Renders opinions regarding loan eligi¬ 
bility. Advises field counsel of legal re¬ 
sponsibilities in loan programs. Analyzes 
comments on proposed new loan pro¬ 
grams and new legislative lending pro¬ 
posals. Drafts or reviews SBA loan forms 
and instructions. Reviews and evaluates 
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security information for loan and invest¬ 
ment programs. 

(c) Legal Investment Division. (1) 
Advises operating officials in the devel¬ 
opment of policies, regulations, instruc¬ 
tions and forms relating to the Small 
Business Investment Program under the 
Small Business Investment Act of 1958. 
Provides legal advice with respect to the 
granting of licenses to small business 
investment companies, the regulation of 
such companies and loans to state and 
local development companies. Prepares 
documents for publication in the Federal 
Register and is responsible for interpret¬ 
ing the Administrative Procedure Act as 
it applies to the Small Business Invest¬ 
ment Act of 1958. Maintains liaison with 
appropriate Government agencies on 
legal matters relating to the investment 
program. 

(2) The Legal Investment Division is 
made up of three branches: 

(i) Licensing and Operations Branch; 

(ii) Development Companies Branch; 
and 

(iii) Regulations Branch. 

(d) Procurement, Legislative, and Ad¬ 
ministrative Division. Is responsible for 
the legal aspects of policies and proce¬ 
dures relating to the procurement, tech¬ 
nical, and management assistance pro¬ 
grams of the Agency; provides legal 
counsel in connection with the adminis¬ 
tration of the Agency, including fiscal, 
personnel, contractual and other prob¬ 
lems of an administrative nature; serves 
as liaison with the Federal Register and 
prepares documents for publication 
therein. Interprets the Administrative 
Procedure Act as it applies to the Agency 
other than for purposes of the Small 
Business Investment Act of 1958; has 
responsibility for matters pertaining to 
Agency legislation and other legislation 
which may affect small business; pro*- 
vides legal counsel to the Agency’s Size 
Appeals Board and legal advice in con¬ 
nection with the administration of the 
Agency’s small business size standards. 

(1) Legislative Branch. Reviews leg¬ 
islation and reviews or prepares legis¬ 
lative proposals affecting the interest of 
small business or the operations of SB A. 
Prepares reports for the Congressional 
hearings and Committees and the Bu¬ 
reau of the Budget respecting legislative 
matters. 

(2) Procurement and Administrative 
Branch. Provides legal counsel to offi¬ 
cials in the development of policies, in¬ 
teragency agreements and operating pro¬ 
cedures relating to the procurement and 
technical assistance programs, small 
business research and management coun¬ 
seling programs, size standards and size 
appeals programs and administrative ac¬ 
tivities of the Agency, and drafts legal 
instruments relating to these programs 
and administrative activities. Analyzes 
regulations and policies of civilian and 
military procurement agencies for the 
development of proposals for changes 
therein to assist small business. Pro¬ 
vides legal advice in the formation of 
defense production pools and research 
and development pools. Prepares docu¬ 
ments for publication in the Federal 
Register and is responsible for inter¬ 
preting the Administrative Procedure 


Act except with respect to its applica¬ 
bility under the Small Business Invest¬ 
ment Act of 1958. 

§ 101.2—3 Deputy Administrator for Fi¬ 
nancial Assistance. 

Develops and administers the financial 
assistance program of the Agency under 
the Small Business Act. Recommends 
to the Administrator changes in policy 
requiring approval of the Loan Policy 
Board. Reviews financial assistance op¬ 
erations and initiates corrective policies 
when required. Carries out assigned 
functions under the Trade Expansion Act 
of 1962. Under authority delegated by 
the Secretary of Commerce to SB A, di¬ 
rects the processing of Area Redevelop¬ 
ment Administration applications for 
financial assistance. Serves as a member 
of the Size Appeals Board. 

(a) Office of Loan Processing. Directs 
and administers policies and programs 
pertaining to the processing of loan ap¬ 
plications, both business and disaster 
loans, under section 7 of the Small Busi¬ 
ness Act, new or special financial assist¬ 
ance programs, and Certificates of Com¬ 
petency credit analysis; provides tech¬ 
nical direction and coordination to field 
offices in the administration of the loan 
processing program; and directs the 
processing of Area Redevelopment Ad¬ 
ministration applications for financial 
assistance. Approves or declines loan 
applications referred to the Washington 
office by the field office. 

(1) Area Loan Groups (4). Examines 
loan applications referred to the Wash¬ 
ington office by the field offices, and ap¬ 
proves, declines, or recommends approval 
or declination of such applications. 

(2) Certificate of Competency Group. 
Examines and analyzes financial reports 
on all COC applications received from 
field offices. Recommends issuance or 
declination of COC’s. Gives technical 
direction to field office operations and 
performance in connection with financial 
aspects of COC cases. Contributes to 
the development of criteria, standards 
and procedures for COC processing. 
Represents Office of Loan Processing at 
COC Review Committee meetings. 

(b) Office of Loan Administration. 
Directs and administers policies and pro¬ 
grams pertaining to the Administration 
and servicing of loans made pursuant to 
section 7 of the Small Business Act, in¬ 
cluding problem and delinquent loans, 
loans in liquidation and the sale or dis¬ 
posal of acquired assets. Provides tech¬ 
nical direction and coordination to field 
offices in the operation of the loan ad¬ 
ministration program. 

(1) Loan Servicing Division. Admin¬ 
isters and coordinates programs for the 
administration and servicing of loans and 
other obligations, other than loans in 
liquidation, made pursuant to section 7 of 
the Small Business Act. Approves, de¬ 
clines, or recommends approval or dec¬ 
lination of loan servicing actions re¬ 
ferred to the Washington office by the 
field offices. 

(2) Liquidation Division. Adminis¬ 
ters and coordinates the liquidation pro¬ 
gram as it pertains to loans in liquida¬ 
tion and acquired property. Participates 
with the Office of General Counsel in the 


preparation of delinquent loans for re¬ 
ferral to the Department of Justice 

(c) Office of Financial Services. p re . 
pares and coordinates financial assist¬ 
ance instructions. Coordinates the dis¬ 
aster loan program. Determines eligil 
bility of loan applicants on the basis of 
established criteria and previous rulings 
Conducts research and recommends new 
or special financial assistance programs 
Participates with the Office of Budget 
and the Office of Personnel on budget i 
and personnel matters relating to the fi¬ 
nancial assistance program. Conducts 
special studies and prepares reports re¬ 
lating to the financial assistance pro¬ 
gram. 

( 1 ) Reports and Special Studies Divi¬ 
sion. Initiates studies and reviews re¬ 
ports of studies conducted by other or¬ 
ganizational units concerning financial 
assistance operations. Prepares special 
reports relating to the financial assist¬ 
ance program. Participates with the Of¬ 
fice of Personnel on matters relating to 
the FA program. Handles all congres¬ 
sional mail relating to the financial 
assistance program. 

< 2 ) Procedures and Program Division . 
Prepares financial assistance procedures. 
Coordinates disaster program operations. 
Recommends eligibility standards for 
loan applicants under section 7 of the 
Small Business Act and determines eligi¬ 
bility of applicants on the basis of estab¬ 
lished criteria and previous rulings. 

§101.2—4 Deputy Administrator for 
Procurement and Technical Assist¬ 
ance. 

Develops and administers the procure¬ 
ment, property sales and disposal, re¬ 
search and development, certificate of 
competency, subcontracting, foreign 
trade, loan appraisal, production, new 
products, and technical assistance pro¬ 
grams. Reviews program operations 
and initiates corrective policies when re¬ 
quired. Under authority delegated from 
the Secretary of Commerce to SBA, car¬ 
ries out the production and technical 
assistance phases of the Area Redevelop¬ 
ment Administration program. Serves 
as a member of the Size Appeals Board. 

(a) Office of Procurement and Tech¬ 
nical Assistance. Directs and adminis¬ 
ters policies and programs pertaining to 
the procurement, property sales and dis¬ 
posal, research and development, piod- 
ucts, certificates of competency, sub¬ 
contracting, foreign trade, production, 
new products and technical assistance 
and loan appraisal programs. Provides 
technical direction and coordination to 
field offices in the administration of these 
programs. Maintains liaison with De¬ 
partment of Defense and civilian Govern¬ 
ment agencies on procurement and 
technical assistance programs. Diiects 
procurement and technical assistance 
phases of the SBA civil and defense 
mobilization program. 

( 1 ) Plans and Program Coordination 
Staff. Assists the Director in developing 
and carrying out procurement and tech¬ 
nical assistance plans and programs. 
Coordinates and implements plans and 
procedures and prepares instructions re¬ 
lating to the procurement and technical 
assistance programs. Prepares and co- 
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ordinates budget estimates with the 
Office of Budget. Coordinates training 
nrograms and cooperates with the Office 
of personnel in establishing and carry¬ 
ing out PTA training activities pertain¬ 
ing to the procurement and technical 
assistance programs. 

(2) Technical Services Division. ( 1 ) 

| develops and establishes standards and 
procedures for the certificates of compe¬ 
tency, production, products, research 
and development, facilities inventory, 
and technical assistance programs. 
Analyzes applications for certificates of 
competency from a production stand¬ 
point, and recommends the approval or 
denial of such applications. Provides 
advice to field offices in the administra¬ 
tion of the technical assistance pro¬ 
grams. 

(ii) The Technical Services Division 
is made up or three branches: 

(a) Production Assistance Branch, 

(b) Industrial Services Branch, and 

(c) Research and Development 
Branch. 

(3) Procurement and Contract Serv¬ 
ices Division, (i) Develops and estab¬ 
lishes standards and procedures for the 
set-aside, property sales and disposal, 
prime and subcontracting programs. 
Consults with government procurement 
officials in the adoption of agreements 
for the administration of the procure¬ 
ment, property sales, and contract serv¬ 
ices programs. Provides advice to field 
offices in the administration of the 
programs. 

(ii) The Procurement and Contract 
Services Division is made up of three 

branches: 

(a) Procurement Operations Branch, 
(5) Counseling and Subcontracting 
Branch, and 

(c) Property Sales Branch. 

(4) Liaison Activities Division. Rep¬ 
resents SBA with the Department of 
Defense and Departments of Army, 
Navy, and Air Force and civilian Govern¬ 
ment agencies on procurement, property 
sales and disposal and other technical 
and research and assistance programs. 

(5) Loan Appraisal Division. De¬ 
velops and establishes standards and 
procedures for the loan appraisal pro¬ 
gram, and provides advice to field offices 
in the administration of the program. 

(6) Foreign Trade Division, (i) Par¬ 
ticipates with the Department of Com¬ 
merce, Export & Import Bank and other 
Government agencies in the develop¬ 
ment and stimulation of foreign trade 
opportunities for small business. 

(ii) The Foreign Trade Division is 
made up of two branches: 

(a) Export Trade Promotion Branch, 
and 

(b) Export Trade Operations Branch. 

§ 101.2-5 Deputy Administrator for the 
Investment Division. 

Develops and administers the small 
business investment program. Issues li¬ 
censes and permits to small business in¬ 
vestment companies and approves 
requests for the purchase of debentures 
of small business investment companies. 
Approves or declines applications for 
loans from small business investment 
companies and state and local develop- 
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ment companies. Directs the develop¬ 
ment of procedures for the regulation of 
small business investment companies, 
and administers the investigation and 
prosecuting activities involved under 
sections 309 and 310 of the Small Busi¬ 
ness Investment Act of 1958, as amended. 
Under authority delegated from the Sec¬ 
retary of Commerce to SBA, directs the 
investment phases of the Area Rede¬ 
velopment Administration program. 
Serves as a member of the Size Appeals 
Board. 

(a) Office of Investment. Directs, co¬ 
ordinates and administers policies and 
programs of investment and lending, 
licensing, examination and servicing un¬ 
der the Small Business Investment Act 
of 1958, as amended. Reviews and 
makes recommendations regarding the 
issuance of licenses and loans to small 
business investment companies. Directs 
the development of regulations and pro¬ 
cedures in connection with the exami¬ 
nation of small business investment com¬ 
panies. Reviews and recommends action 
on matters disclosed by the examination. 

(1) Program Administration and 
Compliance Division, (i) Develops, rec¬ 
ommends and implements accounting 
requirements and regulations and pro¬ 
cedures concerning reporting require¬ 
ments for investment companies oper¬ 
ating under the Act. Plans the over-all 
administration and compliance program. 
Administers and directs a continuing 
program of examination of investment 
companies for determination of the 
soundness and reliability of their reports 
and the companies’ compliance with the 
Act and regulations promulgated there¬ 
under. Based on disclosures, takes or 
recommends action to assure compliance 
with the regulations. Directs special 
studies for policy guidance on account¬ 
ing, reports, financial analysis, compli¬ 
ance, revision or substitution of rules 
and regulations and related matters con¬ 
cerning small business investment com¬ 
panies. Interprets rules and regulations 
relating to the operation of small busi¬ 
ness investment companies. Adminis¬ 
ters the investigative and prosecuting 
activities involved under sections 309 and 
310 of the Small Business Investment 
Act of 1958, as amended. 

(ii) The Program Administration and 
Compliance Division of the Office of In¬ 
vestment is made up of two branches: 
Program Administration Branch and the 
Compliance Branch, which carry out 
the policies and programs of the Divi¬ 
sion. 

(2) Investment Activities Division, (i) 
Develops and recommends regulations 
and procedures for the licensing of small 
business investment companies. Takes 
or recommends final action on pro¬ 
posals and requests for licensing of small 
business investment companies to oper¬ 
ate under the Small Business Investment 
Act of 1958, as amended. Approves or 
disapproves post-licensing amendments, 
applications for rulings, interpretations, 
exceptions, etc. Develops and recom¬ 
mends regulations, procedures, and cri¬ 
teria relating to the purchase of sub¬ 
ordinated debentures from and the 
granting of loans to, small business in¬ 
vestment companies. Counsels and in¬ 


terprets regulations for parties inter¬ 
ested in forming small business invest¬ 
ment companies. Directs and adminis¬ 
ters policies and programs pertaining to 
the administration and servicing of deb¬ 
entures purchased from and loans made 
to such companies by SBA. Takes or 
recommends final action on requests to 
purchase subordinated debentures issued 
by small business investment companies. 
Takes or recommends final action on 
proposals to establish redemption funds, 
revise maturities, or to issue additional 
equity obligations. Takes appropriate 
actions on loans made to investment 
companies to protect the Government’s 
financial interests. Directs special stud¬ 
ies for policy guidance on loan servicing 
and administration matters concerning 
small business investment companies. 
Coordinates the activities of the Division 
with other offices and divisions of SBA. 
Conducts special studies covering signifi¬ 
cant policy and procedural questions as 
they arise. 

(ii) The Investment Activities Divi¬ 
sion of the Office of Investment is made 
up of two branches: the Licensing 
Branch and the Post-Licensing Branch, 
which carry out the policies and pro¬ 
grams of the Division. 

(3) Development Company Activities 
Division. Directs the development of 
regulations, procedures, and criteria re¬ 
lating to the execution of the develop¬ 
ment company activities and lending 
programs, including the coordination of 
a program to assure that all State and 
local development companies located in 
distressed labor areas are advised of serv¬ 
ices available to them under Title V of 
the Act. Directs the handling of appli¬ 
cations for loans from State and local 
development companies. Develops poli¬ 
cies and programs pertaining to the ad¬ 
ministration and servicing of loans made 
to such companies. Directs a program 
for the financial analysis of State pro¬ 
gram and local development companies 
and for use of the data derived there¬ 
from by SBA directly and in counseling 
company managements. Under author¬ 
ity delegated from the Secretary of Com¬ 
merce, provides direction and interprets 
procedures relating to the processing and 
administration of ARA loans. 

(4) Procedures and Services Division. 
Develops and maintains an Investment 
Division manual and recommends other 
issuances designed to keep the Washing¬ 
ton and field offices fully advised of 
policy and procedural decisions approved 
by the Administrator and Deputy Ad¬ 
ministrator. Develops and coordinates 
the preparation of budgetary estimates 
and justifications and maintains liaison 
with the Office of Budget and Office of 
Finance and Accounts in connection with 
fiscal and budgetary matters. Adminis¬ 
ters the personnel management program 
and maintains liaison with the Office of 
Personnel regarding such matters. De¬ 
velops and maintains a reporting system 
designed to keep the Administrator and 
all Washington and field officials fully 
informed of all activities involving the 
investment program. Develops and 
maintains control and other records re¬ 
lating to applications for licenses and 
loans to small business investment com- 
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panies and loans to State and local de¬ 
velopment companies. Assumes respon¬ 
sibility for the timeliness of answering all 
inquiries and coordinates the furnishing 
of requested information. Develops 
mailing lists and coordinates the public 
relations program, maintaining liaison 
with the Office of Information Services 
and other interested offices. Handles all 
travel and other administrative matters 
for the Division. Completes such special 
projects as assigned. 

§ 101.2—6 Deputy Administrator for 
Management and Research Assist¬ 
ance. 

Directs and coordinates the SBA man¬ 
agement and research assistance pro¬ 
gram. Develops policies and presents 
program proposals to the Administrator. 
Directs the development of procedures 
for the guidance of the Washington staff 
and field offices in the administration of 
programs of assistance to small business 
concerns through management research 
studies; management courses; workshop 
study groups and conferences; manage¬ 
ment and technical publications; and 
management counseling. Reviews oper¬ 
ations under the MRA program in field 
offices and initiates corrective policies 
when required. Directs the activities of 
the Management Research Advisory 
Council, and makes recommendations to 
the Administrator on areas of research 
and research projects. Provides techni¬ 
cal assistance to the contracting officer 
concerning the awarding of research 
contracts for study of small business 
management problems. Works with pri¬ 
vate educational institutions, profes¬ 
sional and trade associations, and other 
management groups in the promotion of 
management assistance to small business 
concerns. Under authority delegated by 
the Secretary of Commerce to SBA, 
directs the management assistance 
phases of the ARA program. Serves as 
a member of the Size Appeals Board. 

(a) Office of Management and Re¬ 
search Assistance. Directs and admin¬ 
isters the management and research as¬ 
sistance programs. Recommends policies 
and procedures to the Deputy Adminis¬ 
trator for the administration of the pro¬ 
gram of assistance to small business 
concerns through research studies, man¬ 
agement courses, workshop study groups 
and conferences, management and tech¬ 
nical publications and management 
counseling. Provides technical direction 
and coordination to field offices in the 
administration of these programs. Par¬ 
ticipates with the Office of Budget and 
Office of Personnel on budget and per¬ 
sonnel matters relating to the MRA pro¬ 
gram. Conducts special studies and re¬ 
ports. Coordinates defense readiness 
program operations for the office. Acts 
as grant officer for business and man¬ 
agement research grants. Develops and 
coordinates library procedures for Wash¬ 
ington and field offices. 

(1) Management Research Studies 
Division. Develops, coordinates and ex¬ 
ecutes plans, procedures and operating 
instructions for the distribution of funds 
for research studies for the benefit of 
small business concerns. Develops 
methods and executes plans whereby the 
need for specific types of research may 
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be determined. Keeps appropriate re¬ 
search organizations, institutions, and 
individuals informed on current needs 
for small business management research. 
Keeps owners of small businesses in¬ 
formed on available small business re¬ 
search. Reviews and evaluates proposals 
received from organizations for studies, 
research and counseling concerning the 
management of small business enter¬ 
prises. Summarizes findings for Man¬ 
agement Research Advisory Council, ar¬ 
ranges for meetings of the council, and 
prepares reports concerning its recom¬ 
mendations. Reviews and evaluates 
progress and financial reports submitted 
by institutions to whom grants have been 
awarded. Acts in an advisory capacity 
to organizations and individuals con¬ 
ducting small business management re¬ 
search for the Agency on a contract basis 
and supervises and evaluates progress 
and final reports from these groups. 

(2) Management Courses and Confer¬ 
ences Division . Develops, coordinates 
and executes plans, procedures and oper¬ 
ating instructions for the assistance to 
small business concerns in management 
development, through Administrative 
Management Courses, seminars, insti¬ 
tutes, workshops, conferences, and aca¬ 
demic courses offered by public and pri¬ 
vate educational institutions and profes¬ 
sional and trade associations for the 
owners and managers of small business 
concerns, including manufacturing, dis¬ 
tribution, and services. Assists and par¬ 
ticipates in making arrangements for 
and conducting management courses by 
preparing and disseminating materials 
through coordinator’s kit and items and 
by working with educational institutions. 
Develops statistical data relative to man¬ 
agement courses and conferences pro¬ 
grams and makes evaluation of such in¬ 
formation for Agency guidance. Con¬ 
ducts special research for improvement 
of teaching and operating methods for 
small business management courses and 
conferences. 

(3) Management Publications Divi¬ 
sion . Develops, coordinates and exe¬ 
cutes plans, procedures and operating 
instructions for the collection, analysis, 
and dissemination of management in¬ 
formation, trends, techniques, proce¬ 
dures, policies and practices of particu¬ 
lar interest to owners and managers of 
small business firms. Plans, prepares, 
or has prepared, periodical bulletins and 
booklets, leaflets, and aids on manage¬ 
ment and technical subjects, working 
with other Government agencies, private 
organizations, and individuals. Meets 
and works with representative groups 
of Government officials, businessmen, 
and other authorities to determine the 
scope, usefulness, and timeliness of man¬ 
agerial and technical information that 
should be developed for use in the prep¬ 
aration of publications. Liaison is main¬ 
tained with appropriate representatives 
of these fields. Material thus obtained 
is evaluated, integrated, edited, and 
scheduled for dissemination. Outgoing 
information is made available through 
published documents distributed free 
whenever feasible, or sold at nominal 
prices when necessary. Primary empha¬ 
sis is placed upon the administrative 


level of management techniques and 
considerations appropriate to the owner- 
manager. The choices of subjects for 
concentrated study leading to presenta 
tion in printed form are guided by dp* 
riodic surveys of current needs and 
terests in the small business community 
and by the requirements of othe^ SBA 
programs. Reviews, collects, maintain, 
and disseminates factual information 
with respect to publications for Wash 
ington and the SBA field offices. 

(4) Management Counseling Division 
Develops, coordinates, and executes 
plans, procedures and operating instruc¬ 
tions for individual counseling on man¬ 
agement and marketing problems of 
small business. Originates ‘‘Manage¬ 
ment Counseling Notes” for use by Wash 
ington and field offices. Prepares “Small 
Business Bulletins.” Performs special 
management studies of particular small 
business situations as required to carry 
out individual counseling assignments 
and, as requested, by other SBA Divisions 
or by ARA, to include but not to be 
limited to such areas as marketing 
organization and planning, personnel* 
accounting and control and generai 
management appraisal. Develops, co¬ 
ordinates and executes plans, procedures 
and operating instructions for encourag¬ 
ing and aiding large firms in developing 
management assistance programs for 
their small customers and suppliers. 
Develops, coordinates and executes pro¬ 
grams and procedures for encouraging 
and assisting specialized groups; such as 
bankers, accountants, lawyers, manage¬ 
ment consultants, professional and trade 
associations, chambers of commerce and 
State agencies; in providing expanded 
management counseling services to own¬ 
ers and managers of small firms. Di¬ 
rects the determination, evaluation and 
organization of information on distribu¬ 
tion and marketing available for small 
business concerns. Provides staff assist¬ 
ance in preparation for special exhibits 
to aid in management counseling at trade 
and professional association meetings, 
and in making required arrangement, 
such as obtaining equipment, space and 
publicity. 

§ 101.2—7 Assistant Administrator 
(Management). 

Directs and coordinates the personnel, 
program analysis, organization and man¬ 
agement, and small business size stand¬ 
ards programs. Directs administrative 
operations of Washington and field offi¬ 
ces. Coordinates a program under the 
civil and defense mobilization program. 
Coordinates a program essential to mak¬ 
ing a detailed definition of small busi¬ 
ness. Establishes procedures and cri¬ 
teria for making size determinations. 
Directs the performance of functions 
pertaining to the Administrative Secre¬ 
tary stated in the Adjudicative Proceed¬ 
ings under section 309 of the Small Busi¬ 
ness Investment Act of 1958, as amended, 
and the maintenance of files and records 
relating to such proceedings. 

(a) Office of Hearing Examiners. 
Conducts hearings pursuant to Part 109 
of this chapter, SBA rules and regula¬ 
tions, and applicable law. 

<b) Administrative Secretary . In the 
name of the Administrator, issues sub- 
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ooenas authorized by sections 309 and 
310 of the Small Business Investment Act 
of 1958, as amended, and fixes the time 
and place of hearings to be held in re¬ 
sponse to Orders to show Cause under 
section 309(c) of the Small Business In¬ 
vestment Act of 1958, as amended, and 
performs functions and maintains rec¬ 
ords and files as described in the Rules 
of Practice for Administrative Proceed¬ 
ings under section 309 of the Small Busi¬ 
ness Investment Act of 1958, as amended. 

(c) Office of Organization and Man¬ 
agement. Develops and administers the 
management and administrative services 
programs of SB A, including program and 
organization planning, management and 
engineering studies, systems analysis, 
management improvement, paperwork 
management, property and space man¬ 
agement, procurement and office services. 
Coordinates and administers SBA’s func¬ 
tions under the civil and defense mobili¬ 
zation program. 

(1) Mobilization Program and Plan¬ 
ning Staff. Coordinates and admin¬ 
isters a program for the execution of 
SBA’s emergency responsibilities under 
the Civil and Defense Mobilization 
Program. 

(2) Administrative Services Division. 

(i) Plans and administers the procure¬ 
ment-equipment, supplies and printing, 
property and space management, com¬ 
munications and office services programs 
of the Agency. Conducts contract ne¬ 
gotiations for items and services re¬ 
quired by Washington and field offices. 

(ii) The Administrative Services Di¬ 
vision is made up of four branches: 

(a) Graphics and Design Branch, 

(b) Office Services Branch, 

(c) Procurement and Supply Branch, 
and 

( d ) Records and Piles Branch. 

(3) Management Analysis Division. 
Conducts management engineering and 
systems analyses of Agency programs and 
operations. Provides advice and assist¬ 
ance to Washington and field offices on 
organization and management problems. 

(4) Issuances and Control Division. 
Administers the Agency’s issuances, re¬ 
ports and forms control, records and pa¬ 
perwork management, delegations, and 
incentive awards programs. 

(d) Office of Program Analysis. 
Plans and conducts systematic analyses 
and evaluations of the technical pro¬ 
grams in the field offices to determine 
their effectiveness, conformance to 
Agency policy, and established goals, and 
makes recommendations to program of¬ 
ficials for changes in existing programs 
or the adoption of new programs to pro¬ 
vide effective service to small business. 
Conducts special studies of technical 
program areas as requested by Wash¬ 
ington officials. 

(e) Office of Personnel. Develops 
and administers the Agency’s personnel 
management, security and investigations 
programs. Represents the Agency in 
contacts with the Civil Service Commis¬ 
sion. 

(1) Classification Division. Admin¬ 
isters the position classification program 
of the Agency. Conducts classification 
surveys, prepares and recommends posi¬ 
tion standards and specifications and al¬ 
locates positions. 
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(2) Employment Division. Admin¬ 
isters the recruitment, placement, per¬ 
formance rating, training and employee 
relations programs of the Agency. 

(3) Security and Investigations Divi¬ 
sion. Administers the security and gen¬ 
eral investigations programs of the 
Agency. Conducts investigations re¬ 
lating to employee matters, loan appli¬ 
cants, borrowers, small business invest¬ 
ment companies, loan participants, fee 
counsel and advisors. Develops and 
maintains liaison with the Federal Bu¬ 
reau of Investigation, Civil Service 
Commission and other investigative 
agencies. Is responsible for the phygical 
security programs of the Agency. 

(f) Office of Small Business Size 
Standards, (i) Directs, coordinates and 
administers all SBA small business size 
standards programs. Coordinates a 
program essential to making a detailed 
definition of small business and conducts 
industry hearings pertaining to size mat¬ 
ters. Develops and recommends small 
business size standards to the Admin¬ 
istrator for promulgation. 

(ii) Determines the size status of busi¬ 
ness concerns which may or may not 
receive direct or indirect assistance from 
SBA. Interprets size regulations, defi¬ 
nitions and criteria, and advises and 
issues determinations to Washington and 
field officials on size programs. 

(in) Appears before the SBA Size Ap¬ 
peals Board to present views on size de¬ 
terminations made by the Office of Small 
Business Size Standards. 

§ 101.2—8 Assistant Administrator (Con¬ 
troller) . 

Directs and coordinates the financial 
management program of the Agency, in¬ 
cluding budget formulation and admin¬ 
istration, audit, statistics and reports 
and accounting and fiscal examination. 
Represents SBA in negotiations with the 
Bureau of the Budget, Congressional 
Committees, GAO, Treasury, and other 
Government agencies in discharging 
these functions. 

(a) Office of Audits. Plans and di¬ 
rects a comprehensive audit program for 
the Agency. Conducts audits of Wash¬ 
ington and field offices and reports on 
the adequacy of financial and account¬ 
ing policies, procedures and operations 
of these offices. Conducts external 
audits of books, accounts and records 
of borrowers, contractors and others do¬ 
ing business with the Agency. 

(b) Office of Finance and Accounts. 
Plans and directs the finance and ac¬ 
counting programs of the Agency, in¬ 
cluding the accountability of all funds, 
property and other assets, the collection, 
deposit and disbursement of funds, and 
the preparation of financial information, 
data and reports. 

(1) Systems and Planning Staff. Pro¬ 
vides staff assistance in the development 
of fiscal examination and accounting 
policies, procedures and systems. De¬ 
velops and installs accounting systems 
and procedures. Develops electronic 
data analyses, and instructs or super¬ 
vises the training of personnel in the 
operation of computers, peripheral 
equipment and related office machines. 
Conducts special studies. 
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(2) Accounting Division, (i) Directs 
the operation of accounting and internal 
financial control systems designed to 
provide accountability for all funds, 
property and other assets of the Agency. 
Prepares periodic financial statements 
and reports relating to the financial 
management of the Agency. 

(ii) The Accounting Division is made 
up of two branches: 

(a) Financial Reports and Adminis¬ 
trative Accounting Branch, and 

(b) Loan Accounting Branch. 

(3) Electronic Data Processing Divi¬ 
sion. Directs the operation of an elec¬ 
tronic digital computer and peripheral 
equipment used in the maintenance of 
detailed accounting records with respect 
to the lending, investment and other 
programs and administrative operations 
of the Agency. 

(4) Fiscal Examination Division, (i) 
Directs accounting and fiscal systems 
relating to the collection, deposit and 
disbursing of funds; bonding of em¬ 
ployees; and the receipt, custody and 
safe keeping and release of primary 
notes, debentures, collateral items and 
other original loan documents. Directs 
fiscal examining functions relating to 
loan and investment funds and the pay¬ 
ment of administrative expense claims, 
and directs accounting systems for em¬ 
ployee accounts for leave, earnings, re¬ 
tirement, FICA, Federal, state and local 
income taxes, bonds, life insurance and 
health benefits. 

(ii) The Fiscal Examination Division 
is made up of two branches: 

(a) Program and Administrative Ex¬ 
amination Branch, and 

(5) Employee Accounts Branch. 

(c) Office of Budget. Plans, coordi¬ 
nates, and directs the budgetary and 
reporting programs for the Agency, 
which involve budget formulation, justi¬ 
fication, and execution. 

(1) Estimates and Allotments Divi¬ 
sion. Directs the budget programs for 
the Agency, which involves budget for¬ 
mulation, justification and execution. 

(2) Reports and Statistics Division. 
Directs the reports and statistics pro¬ 
grams of the Agency, including the 
establishment of procedures, systems 
and report forms for use in reporting 
program operations. Prepares periodic 
consolidated statistical and operating 
reports designed to provide the Adminis¬ 
trator and key officials with data on 
program operations tmd accomplish¬ 
ments and for use in reporting exter¬ 
nally thereon. 

§ 101.2—9 Assistant Administrator (In¬ 
formation Services). 

Develops and administers all SBA pub¬ 
lic information policies and programs. 
Provides the President, Congress and the 
public with accurate, adequate and timely 
information on all phases of the Agency’s 
activities, plans and policies. 

(a) Office of Information Services. 
Directs the preparation and issuance of 
current releases, pamphlets, and other 
informational material to the public and 
small business. Maintains contact with 
newspapers, business press, trade asso¬ 
ciations, chambers of commerce and 
similar groups for the release of informa- 
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tion regarding the policies and programs 
of the Agency. Develops special state¬ 
ments and reports for the Administrator. 
Coordinates public information activities 
of the field offices. 

(1) News and Features Division. 
Maintains contact with all public in¬ 
formation media including the daily, 
business, and trade press, and radio and 
television. Provides these media with 
special news or feature stories, new re¬ 
leases, radio and television scripts, in¬ 
terviews and reports on SBA programs 
and operations. Answers inquiries on 
SBA activities from these media. Co¬ 
ordinates all information that is dis¬ 
seminated to public information media 
by the Agency. Develops and writes of¬ 
ficial public statements for the Adminis¬ 
trator. Provides information on the 
purpose and responsibilities of SBA to 
foreign government, business and trade 
delegations that visit the Agency. Pre¬ 
pares and issues the Agency “house or¬ 
gan” to all employees. 

(2) Editorial Services Division. De¬ 
velops, writes, and issues publications 
which are necessary to explain all of the 
various SBA services. Edits for con¬ 
formity with SBA policy, clarity, and ef¬ 
fectiveness of presentation, all publica¬ 
tions prepared by other sources but 
which are issued as official SBA publica¬ 
tions. Writes periodic reports to the 
President and the Congress on SBA op¬ 
erations. Writes speeches for the Ad¬ 
ministrator, top Washington and field 
office officials, and Small Business Ad¬ 
visory Council members. Writes articles 
about SBA as requested by Senators and 
Congressmen for their use and assists in 
preparing Agency statements to Con¬ 
gressional Committees. Provides photo¬ 
graphic coverage of SBA activities, and 
plans visual and publications displays 
for conferences and meetings which the 
Agency sponsors or participates in. 

§ 101.3 Field offices. 

(a) Region I: 470 Atlantic Avenue, 
Boston, Massachusetts. Serving Mas¬ 
sachusetts, Maine, New Hampshire, Ver¬ 
mont, and Rhode Island. 

(1) 116 State Street, Augusta, Maine. 

(2) 72 North Main Street, Concord, 
New Hampshire. 

(3) 79 Main Street, Montpelier, Ver¬ 
mont. 

(4) 57 Eddy Street, Providence, Rhode 
Island. 

(b) Region JI: 42 Broadway, New 
York 4, New York. Serving New York, 
Connecticut, and New Jersey counties 
of Bergen, Essex, Hudson, Hunterdon, 
Middlesex, Monmouth, Morris, Passaic, 
Somerset, Sussex, Union, and Warren, 
the Commonwealth of Puerto Rico and 
the Virgin Islands. 

(1) 44 Gillett Street, Hartford, Con¬ 
necticut. 

(2) 500 South Salina Street, Syracuse, 
New York. 

(3) 1200 Ponce de Leon Avenue, San- 
tuce, Puerto Rico. 

(c) Region III: 1015 Chestnut Street, 
Philadelphia 7, Pennsylvania. Serving 
Pennsylvania, Delaware, New Jersey 
counties of Atlantic, Burlington, Cam¬ 
den, Cape May, Cumberland, Gloucester, 


Mercer, Ocean, and Salem; and West 
Virginia counties of Brooke, Hancock, 
Marshall, Monongalia, Ohio, Preston, 
and Wetzel. 

(1) 107 Sixth Street, Pittsburgh 22, 
Pennsylvania. 

(d) Region IV: P.O. Box 8565, 1904 
Byrd Avenue, Richmond 26, Virginia. 
Serving Virginia, District of Columbia, 
Maryland, North Carolina, South Caro¬ 
lina, and West Virginia except the coun¬ 
ties of Brooke, Hancock, Marshall, 
Monongalia, Ohio, Preston, and Wetzel. 

(1) Fayette and St. Paul Streets, 
Baltimore 2, Maryland. 

.(2) 500 Quarrier Street, Charleston, 
West Virginia. 

(3) 102 West Trade Street, Charlotte, 
North Carolina. 

(4) 227 West Pike Street, Clarksburg, 
West Virginia. 

(5) 1801 Assembly Street, Columbia, 
South Carolina. 

(6) 608 13th Street NW., Washington 
25, D.C. 

(e) Region V: 90 Fairlie Street NW., 
Atlanta 3, Georgia. Serving Georgia, 
Alabama, Florida, Mississippi, and Ten¬ 
nessee. 

(1) 2030 First Avenue North, Birming¬ 
ham 3, Alabama. 

- (2) Capital and West Streets, Jackson 

1, Mississippi. 

(3) 47 West Forsyth, Jacksonville 2, 
Florida. 

(4) 301 West Cumberland Avenue, 
Knoxville 2, Tennessee. 

(5) 168 Southeast First Street, Miami 
32, Florida. 

(6) 500 Union Street, Nashville 3, 
Tennessee. 

(f) Region VI: 1370 Ontario Street, 
Cleveland 13, Ohio. Serving Ohio and 
Kentucky. 

(1) Fourth and Broadway, Louisville 

2, Kentucky. 

(g) Region VII: 105 West Adams 
Street, Chicago 3, Illinois. Serving 
Illinois counties of Boone, Bureau, Car- 
roll, Cass, Champaign, Christian, Clark, 
Coles, Cook, Cumberland, De Kalb, 
De Witt, Douglas, Du Page, Edgar, 
Ford, Fulton, Grundy, Hancock, Hender¬ 
son, Henry, Iroquois, Jo Daviess, Kane, 
Kankakee, Kendall, Knox, Lake, La Salle, 
Lee, Livingston, Logan, McDonough, Mc¬ 
Henry, McLean, Macon, Marshall, 
Mason, Menard, Mercer, Morgan, Moul¬ 
trie, Ogle, Peoria, Platt, Putnam, Rock 
Island, Sangamon, Schuyler, Shelby, 
Stark, Stephenson, Tazewell, Vermilion, 
Warren, Whiteside, Will, Winnebago, 
and Woodford; Iowa; Indiana; and 
Southern Wisconsin counties of Adams, 
Brown, Calumet, Clark, Columbia, Craw¬ 
ford, Dane, Dodge, Door, Fond du Lac, 
Grant, Green, Green Lake, Iowa, Jack- 
son, Jefferson, Juneau, Kenosha, Ke¬ 
waunee, La Cross, Lafayette, Langlade, 
Manitowoc, Marathon, Marinette, Mar¬ 
quette, Milwaukee, Monroe, Oconto, 
Outagamie, Ozaukee, Portage, Racine, 
Richland, Rock, Sauk, Shawano, She¬ 
boygan, Vernon, Walworth, Washington, 
Waukesha, Waushara, Winnebago, and 
Wood. 

(1) Fifth and Grand Avenue, Des 
Moines, Iowa. 

(2) 130 East Washington Street, In¬ 
dianapolis 4, Indiana. 


(3) 114 North Carroll Street, Madison 
Wisconsin. 

(h) Region VIII: 603 Second Avenn,. 
South, Minneapolis 2, Minnesota Serv 
ing Minnesota, North Dakota, South 
Dakota, and Wisconsin counties of Ash 
land, Barron, Bayfield, Buffalo, Burnett 
Chippewa, Douglas, Dunn, Eau Claire 
Florence, Forest, Iron, Lincoln, Oneida 
Pepin, Pierce, Polk, Price, Rusk st 
Croix, Sawyer, Taylor, Trempealeau 
Vilas, and Washburn. 


(1) 207 North Fifth Street, Fargo 
North Dakota. ^ 


(2) 109 *,4 North Main Avenue Sioux 
Falls, South Dakota. 

(i) Region IX: 1006 Grand Avenue 
Kansas City 6, Missouri. Serving Mis¬ 
souri, Kansas, Nebraska, and Illinois 
counties of Adams, Alexander, Bond 
Brown, Calhoun, Clay, Clinton’ Craw¬ 
ford, Edwards, Effingham, Fayette 
Franklin, Gallatin, Green, Hamilton, 
Hardin, Jackson, Jasper, Jefferson, Jer¬ 
sey, Johnson, Lawrence, Macoupin, 
Madison, Marion, Massac, Monroe! 
Montgomery, Perry, Pike, Pope, Pulaski’, 
Randolph, Richland, St. Clair, Saline, 
Scott, Union, Wabash, Washington’, 
Wayne, White and Williamson. 

(1) 215 North 17th Street, Omaha 2, 
Nebraska. 

(2) 1520 Market Street, St. Louis 3, 
Missouri. 

(3) 120 South Market Street, Wichita 
2, Kansas. 

(j) Region X: 1025 Elm Street, Dallas 
2, Texas. Serving Texas, Arkansas, 
Oklahoma and Louisiana. 

Cl) 515 Rusk Avenue, Houston 61, 
Texas. 

(2) 700 West Capitol Avenue, Little 
Rock, Arkansas. 

(3) 161619 th Street, Lubbock, Texas. 

(4) 101 East Austin Street, Marshall, 
Texas. 

(5) 610 South Street, New Orleans 12, 
Louisiana. 

(6) Third and Robinson, Oklahoma 
City 2, Oklahoma. 

(7) 434 South Main Avenue, San An¬ 
tonio 5, Texas. 

(8) 420 South Main Street, Tulsa, 
Oklahoma. 

(k) Region XI: 909 17th Street, Den¬ 
ver 2, Colorado. Serving Colorado, New 
Mexico, Utah, and Wyoming. 

(l) Fifth and Gold Streets SW., A1 
buquerque, New Mexico. 

(2) 136 South Main Street, Salt Lake 
City, Utah. 

(?) Region XII: 525 Market Street, 
San Francisco 5, California. Serving 
Nevada, except Clark County; California, 
except the counties of Imperial, Inyo, 
Kern, Los Angeles, Orange, Riverside, 
San Bernardino, San Luis Obispo, San 
Diego, Santa Barbara, and Ventura; and 
Hawaii. 

(l) 195 South King Street, Honolulu, 
Hawaii. 

(m) Region XIII: 506 Second Avenue, 
Seattle 4, Washington. Serving Wash¬ 
ington, Idaho, Montana, Oregon, and 
Alaska. 

(1) P.O. Box 1253, 307 East Pent¬ 
house, Anchorage, Alaska. 

(2) 910 Main Street, P.O. Box 933, 
Boise, Idaho. 
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1 (3) Corner Main and Sixth Avenue, 

Helena, Montana. 

( 4 ) 921 Southwest Washington, Port¬ 
land 4, Oregon. 

1 (n) Region XIV: 312 West Fifth 
Street Los Angeles 13, California. Serv¬ 
ing California counties of Imperial, Inyo, 
Kern. Los Angeles, Orange, Riverside, 
San Bernardino, San Diego, San Luis 
Obispo, Santa Barbara, and Ventura; 
Clark County, Nevada; and Arizona. 

( 1 ) 2727 North Central Avenue, 
Phoenix, Arizona. 

(o) Region XV: 232 West Grand 
River Avenue, Detroit 26, Michigan. 
Serving Michigan. 

Effective date: December 26, 1962. 

John E. Horne, 
Administrator. 

(PR Doc. 62-12852; Filed, Dec. 28, 1962; 
' 8:47 a.m.] 


Title 14-AERONAUTICS AND 
SPACE 

Chapter I—Federal Aviation Agency 

[Reg. Docket No. 1532; Amdt. 4b-13] 

PART 4b—AIRPLANE AIRWORTHI¬ 
NESS; TRANSPORT CATEGORIES 

Turboprop Conversions of Transport 
Category Airplanes 

Special Civil Air Regulation No. 
SR-423 effective December 20, 1957, 
terminates on December 20, 1962. The 
purpose of this amendment to Part 4b 
is to incorporate the substance of SR-423 
permanently into the Civil Air Regula¬ 
tions. SR-423 permits the type certifi¬ 
cation of turboprop airplanes, which 
previously were type certificated with the 
same number of reciprocating engines, 
without requiring compliance with all of 
the applicable requirements of the Civil 
Air Regulations effective on the date of 
application for the type certificate for 
the turboprop version. This amendment 
affects applicants for a type certificate 
for a turboprop conversion. 

Section 4b.ll(e) of Part 4b of the Civil 
Air Regulations provides that a change 
to engines employing different principles 
of operation or propulsion requires the 
issuance of a new type certificate based 
upon compliance with the regulations, 
together with all amendments thereto, 
effective on the date of the new applica¬ 
tion. A change from reciprocating 
engines to turboprop engines is a change 
to engines employing different principles 
of operation. Compliance with all the 
latest requirements of Part 4b would 
therefore be required for the type certi¬ 
fication of a turbopropeller-powered 
transport category airplane previously 
certificated with the same number of re¬ 
ciprocating engines. Based, however, 
upon the belief that compliance with the 
latest requirements of Part 4b for such 
airplanes might be burdensome, imprac¬ 
tical and not essential to safety, SR-423 
was adopted in December of 1957 as a 
relaxation of the requirements of Part 
4b. SR-423 permits the certification of 
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turbopropeller-powered airplanes upon 
the showing of compliance with the air¬ 
worthiness provisions applicable to the 
airplane as type certificated with re¬ 
ciprocating engines, together with cer¬ 
tain later provisions of the Civil Air 
Regulations in effect on the date of ap¬ 
plication for a new or supplemental type 
certificate which are applicable or re¬ 
lated to the powerplant of the turbopro¬ 
peller-powered version. In addition, 
under the provisions of SR-423, trans¬ 
port category airplanes with turboprop 
replacements are required to comply 
with only the certification performance 
requirements of SR-422. 

By its own terms, SR-423 terminates 
on December 20, 1962. The preamble 
to that regulation states, however, that 
at the end of its period of effectiveness 
the regulation would be evaluated for 
the purpose of considering the incorpo¬ 
ration of the substance of its rules in 
the permanent body of the Civil Air 
Regulations. In this connection, the 
Federal Aviation Agency is aware that 
there is a continuing interest within the 
industry in the installation of turbo¬ 
propeller-powered engines on airplanes 
presently equipped with reciprocating 
engines and that compliance with the 
latest provisions of Part 4b for such in¬ 
stallation would be burdensome. Fur¬ 
thermore, experience has shown that the 
provisions of SR-423 provide an ade¬ 
quate level of safety for the airplanes 
certificated thereunder and that com¬ 
pliance with all of the latest require¬ 
ments of Part 4b is not essential in the 
interest of safety for the certification 
of transport category airplanes with 
turboprop replacements. The Agency 
believes, therefore, that the substance of 
the provisions of SR-423 should be in¬ 
corporated permanently into the Civil 
Air Regulations. 

In order to accomplish the foregoing, 
§ 4b. 11(e) (2) is amended by deleting the 
words ‘'operation or”. Thus the provi¬ 
sions of that section are made applicable 
only to a change to engines employing 
different principles of propulsion. Since 
reciprocating and turboprop engines 
employ the same principles of propul¬ 
sion, airplanes involving a conversion 
from reciprocating to the same number 
of turboprop engines will not be affected 
by the requirement for a new type cer¬ 
tificate. Furthermore, to make the pro¬ 
visions presently set forth in SR-423 ex¬ 
plicitly applicable to such airplanes, they 
are being incorporated into a new para¬ 
graph (f) under § 4b.ll. 

Consistent with the provisions of SR- 
423, this amendment requires that tur¬ 
boprop airplanes which were previously 
type certificated with the same number 
of reciprocating engines shall comply 
only with the certification performance 
requirements prescribed in Special Civil 
Air Regulation SR-422B. Therefore, a 
concurrent amendment is being made to 
SR-422B to limit the applicability of 
that regulation, with respect to turbo¬ 
prop airplanes which were previously 
type certificated with the same number 
of reciprocating engines, to compliance 
with the certification performance re¬ 
quirements set forth therein. 


12925 

Since this amendment extends the 
provisions of a current regulation, and 
imposes no additional burden upon any 
person, compliance with the notice and 
public procedure provisions of the Ad¬ 
ministrative Procedure Act is unneces¬ 
sary, and good cause exists for making it 
effective on less than 30 days’ notice. 

In consideration of the foregoing, Part 
4b of the Civil Air Regulations (14 CFR 
Part 4b) is hereby amended as follows, 
effective December 20, 1962: 

By amending § 4b. 11 by deleting from 
paragraph (a) the words “and (e) ” and 
inserting in lieu thereof “(e), and (f)”; 
by deleting from subparagraph (e) (2) 
the words “operation or”; and by adding 
a new paragraph (f) to read as follows: 

§ 4b.11 Designation of applicable regu¬ 
lations. 

* * * * * 

(f) Except as otherwise required by 
paragraph (e) (3) of this section com¬ 
pliance with the provisions of subpara¬ 
graphs (1) and (2) of this paragraph is 
required for the type certification of a 
turbopropeller-powered airplane which 
was previously type certificated with the 
same number of reciprocating engines: 

(1) The requirements of this part ap¬ 
plicable to the airplane as type certifi¬ 
cated with reciprocating engines and, in 
addition thereto or in lieu thereof as ap¬ 
propriate, the provisions of subdivisions 

(i) through (iv) of this subparagraph, 
effective on the date of application for 
type certification of the turbopropeller- 
powered airplane; 

(1) The certification performance re¬ 
quirements prescribed in paragraph (2) 
of Special Civil Air Regulation No. 
SRr-422B; 

(ii) The powerplant requirements of 
this part applicable to the turboprop 
airplane; 

(iii) The requirements of this part for 
the standardization of cockpit controls 
and instruments, except when a showing 
of compliance with a particular detailed 
requirement would be impractical and 
would not contribute materially to stand¬ 
ardization; and 

(iv) Such other requirements of this 
part applicable to the turboprop airplane 
which are found to be related to the 
changes in engines and which are neces¬ 
sary to insure a level of safety of the 
turboprop airplane equivalent to that 
established for the airplane certificated 
with reciprocating engines. 

(2) If new limitations are established 
with respect to weight, speed, or altitude 
of operation, which are significantly 
altered from those approved for the air¬ 
plane with reciprocating engines, com¬ 
pliance shall be shown with all of the 
requirements of this part, applicable to 
the specific limitations being changed, 
which are in effect on the date of appli¬ 
cation for type certification of the turbo¬ 
propeller-powered airplane. 

(Secs. 313(a) 601, 603; 72 Stat. 752, 775, 776; 
49 U.S.C. 1354, 1421, 1423) 

Issued in Washington, D.C., on Decem¬ 
ber 20,1962. 

N. E. Halaby, 
Administrator . 

[F.R. Doc. 62-12865; Filed, Dec. 28, 1962; 

8:48 a.m.] 
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[Reg. Docket No. 1532; Arndt. No. 2, Reg. No. 

SR—422B] 

PART 4b—AIRPLANE AIRWORTHI¬ 
NESS; TRANSPORT CATEGORIES 

PART 10—CERTIFICATION AND AP¬ 
PROVAL OF IMPORT AIRCRAFT 
AND RELATED PRODUCTS 

PART 40—SCHEDULED INTERSTATE 
AIR CARRIER CERTIFICATION AND 
OPERATION RULES 

PART 41—CERTIFICATION AND OP¬ 
ERATION RULES FOR SCHEDULED 
AIR CARRIER OPERATIONS OUT¬ 
SIDE THE CONTINENTAL LIMITS OF 
THE UNITED STATES 

PART 42—IRREGULAR AIR CARRIER 
AND OFF-ROUTE RULES 

PART 43—GENERAL OPERATION 
RULES 

Special Civil Air Regulation; Turbine- 
Powered Transport Category Air¬ 
planes of Current Design; Turbo¬ 
prop Conversions 

The purpose of this amendment is to 
revise the applicability of SR-422B [24 
F.R. 56291 consistent with a concurrent 
amendment to Part 4b of the Civil Air 
Regulations concerning the type certifi¬ 
cation of transport category airplanes 
with turboprop replacements. 

In a concurrent regulatory action, the 
Federal Aviation Agency has amended 
Part 4b to incorporate therein the provi¬ 
sions of SR-423 applicable to the type 
certification of turbopropeller-powered 
airplanes previously type certificated 
with the same number of reciprocating 
engines. 

Under the amended provisions of Part 
4b, turbopropeller-powered airplanes 
previously type certificated with the 
same number of reciprocating engines 
are required to comply only with the 
certification performance requirements 
of SR-422B. Therefore, in order to make 
the provisions of SR-422B consistent 
with the amendment of Part 4b, it is 
hereby amended expressly to provide 
that turbopropeller-powered airplanes 
which were previously type certificated 
with the same number of reciprocating 
engines need comply only with the per¬ 
formance requirements thereof. 

Since this amendment is a clarifica¬ 
tion of the present requirements and 
imposes no additional burden upon any 
person, notice and public procedure 
hereon are unnecessary and it may be 
made effective on less than 30 days’ 
notice. 

In consideration of the foregoing, the 
first sentence of Special Civil Air Regula¬ 
tion No. SR-422 (24 F.R. 5629) is hereby 
amended to read as follows, effective 
December 20, 1962: 

Contrary provisions of the Civil Air Reg¬ 
ulations notwithstanding, all turbine- 
powered transport category airplanes for 
which a type certificate is issued after August 
29, 1959, shall comply with all of the follow¬ 
ing requirements, except that, turbopropel¬ 
ler-powered airplanes previously type 
certificated with the same number of recip¬ 
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rocating engines need only comply with the 
performance requirements of paragraph 2. 

(Secs. 313(a), 601, 603; 72 Stat. 752, 775, 776, 
49 U.S.C. 1354, 1421, 1423) 

Issued in Washington, D.C., on De¬ 
cember 20, 1962. 

N. E. Halaby, 
Administrator. 

[F.R. Doc. 62-12866; Filed, Dec. 28, 1962; 
8:48 a.m.] 


SUBCHAPTER E—AIRSPACE [NEW] 

[Airspace Docket No. 62-WA-140] 

PART 71— DESIGNATION OF FEDERAL 

AIRWAYS, CONTROLLED AIR¬ 
SPACE, AND REPORTING POINTS 
[NEW] 

Alteration of Control Zone 

The purpose of this amendment to Part 
71 [New] of the Federal Avaition regu¬ 
lations is to alter the time of designation 
of the Kansas City, Mo. (Mid-Continent 
Airport), control zone. 

The Mid-Continent control zone is 
presently designated from 0700 to 2300 
hours local time daily. Due to certain 
runway conditions at the Kansas City 
Municipal Airport, during periods of ad¬ 
verse weather, the use of Mid-Continent 
Airport as a provisional airport is neces¬ 
sary. The Federal Aviation Agency has 
determined that under these conditions 
a situation exists requiring immediate 
action, in the interest of safety, to extend 
the hours of operation of the Mid-Con¬ 
tinent control zone. Since the need for 
the control zone between 2300 and 0700 
hours will be intermittent, the descrip¬ 
tion of the control zone is altered herein 
to provide for the extension of the time 
of designation by the issuance of appro¬ 
priate Notices to Airmen. These Notices 
to Airmen will be issued on a daily basis 
only when deemed necessary by the 
Federal Aviation Agency. 

Therefore, for the reasons stated 
above, notice and public procedure 
hereon are impracticable, and good cause 
exists for making this amendment effec¬ 
tive on less than thirty days notice. 

In consideration of the foregoing, and 
pursuant to the authority delegated to 
me by the Administrator (25 F.R. 12582), 
Part 71 (New) is amended as follows: 

In § 71.171 (27 F.R. 220-91, November 
10,1962, 27 F.R. 12440), the Kansas City, 
Mo. (Mid-Continent Airport), control 
zone is amended to read: 

Kansas City, Mo. (Mid-Continent Airport) 

Within a 5-mile radius of Mid-Continent 
Airport (latitude 39° 18'05" N., longitude 
94°43'36" W.). This control zone is effective 
from 0700 to 2300 hours local time daily and 
during specific dates and times established 
in advance by a Notice to Airmen. 

This amendment shall become effective 
immediately. 

(Sec. 307(a), 72 Stat. 749; 49 U.S.C. 1348) 

Issued in Washington, D.C., on Decem¬ 
ber 26,1962. 

W. Thomas Deason, 
Assistant Chief , 
Airspace Utilization Division. 

[F.R. Doc. 62-12876; Filed, Dec. 28, 1962; 

8:49 a.m.] 


[Airspace Docket No. 62-CE-74] 

part 71— DESIGNATION OF FEDERaiI 
AIRWAYS, CONTROLLED AIR I 
SPACE, AND REPORTING POINtI 
[NEW] 

PART 75—ESTABLISHMENT OF JET I 
ROUTES [NEW] 

Alteration of Federal Airways, ConJ 
trol Area Extension, Control* Zone! 
Transition Area, Reporting Points 
and Jet Routes 

The purpose of these amendments 1 
the Federal Aviation Regulations is u 
change the name of the Springfield Ill I 
VOR to the Capital, Ill., VOR wherever! 
it appears in Parts 71 [New] and 75 1 
[New]. This action is taken due to misT 
understandings resulting from the simi- 
larity in the names Springfield, HI., and 
Springfield, Mo. In addition, the narnel 
Capital will associate this VOR witl 
Capital Airport, located at Springfield! 
Ill. 

Since these amendments are editorial 
in nature and impose no additional! 
burden on any person, compliance with! 
section 4 of the Administrative Proced-I 
ure Act is unnecessary. However, since 
it is necessary that sufficient time be I 
allowed to permit appropriate changes to! 
be made on aeronautical charts, these! 
amendments will become effective morel 
than 30 days after publication. 

In consideration of the foregoing and! 
pursuant to • the authority delegated to I 
me by the Administrator (25 F.R. 12582) J 
the following actions are taken: 

1. Section 71.123 (27 F.R. 220-6, No-I 
vember 10, 1962) is amended as follows:! 
In V-9, V-50, V-69, V-173 and V-2331 
“Springfield” is deleted wherever it ap-[ 
pears and “Capital” is substituted! 
therefor. 

2. Section 71.143 (27 F.R. 220-38, No-1 
vember 10, 1962, 27 F.R. 11759) isl 
amended as follows: In V-1527 and V-[ 
1646 “Springfield” is deleted wherever! 
it appears and “Capital” is substituted! 
therefor. 

3. Section 71.165 (27 F.R. 220-59, No-I 
vember 10, 1962) is amended as follows:! 
In the text of Springfield, Ill., control! 
area extension “Springfield VOR” isl 
deleted wherever it appears and “Capital| 
VOR” is substituted therefor. 

4. Section 71.171 (27 F.R. 220-91, No-I 
vember 10, 1962) is amended as follows: \ 
In the text of the Springfield, Ill., control! 
zone “Springfield VOR” is deleted wher-l 
ever it appears and “Capital VOR” is| 
substituted therefor. 

5. Section 71.181 (27 F.R. 220-139, No¬ 
vember 10, 1962) is amended as follows: | 
In the text of Jacksonville, HI., transition I 
area “Springfield” is deleted and “Capi-j 
tal” is substituted therefor. 

6 . In § 71.203 (27 F.R. 220-157, No-l 
vember 10, 1962) “Springfield, 111” isl 
deleted and “Capital, Ill.” is substituted| 
therefor. 

7. In § 71.205 (27 F.R. 220-165, Novem-1 
ber 10, 1962) “Springfield, HI.” is deleted I 
and “Capital, Ill.” is substituted therefor, f 

8 . Section 75.100 <27 F.R. 10357, 7304) I 
is amended fs follows: In J-35 an fl | 
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101 ‘Springfield” is deleted and “Capi¬ 
tal” is substituted therefor. 

These amendments shall become effec* 
tive 0001, e.s.t., February 7,1963. 

IS*, 307(a), 72 Stat. 749; 49 U.S.C. 1348) 
T«ued in Washington, D.C., on 
December 26, 1962. 

W. Thomas Deason, 

Assistant Chief, 
Airspace Utilization Division. 

Doc. 62-12877; Filed, Dec. 28, 1962; 
8:49 a.m.] 


Chapter II— Civil Aeronautics Board 

SUBCHAPTER A—ECONOMIC REGULATIONS 

[Reg. No. ER-371] 

PART 242— FILING OF REPORTS BY 

SUPPLEMENTAL AIR CARRIERS 

Repeal of Part 

Adopted by the Civil Aeronautics 
Board at its office in Washington, D.C., 
on the 26th day of December 1962. 

On November 5, 1962, the Board issued 
a notice of proposed rule making, 
EDR-4'7, Docket 14131, 27 F.R. 10956, 
in which it proposed to amend Part 241 
of the Economic Regulations, Uniform 
System of Accounts and Reports for 
Certificated Route Air Carriers (14 CFR 
Part 241), so as to bring the supple¬ 
mental air carriers thereunder as of 
January 1, 1963. The notice stated that 
thereafter Part 242, Filing of Reports 
by Supplemental Air Carriers (14 CFR 
Part 242) would be repealed. 

The Board has adopted the proposed 
amendment to Part 241, and it is now 
appropriate to repeal Part 242 as of the 
close of business December 31, 1962, 
provided, however, that reports for 1962 
which are due after December 31, 1962, 
shall be filed as required by Part 242. 

Since this action merely complements 
the Board’s action in amending Part 

241 of the Economic Regulations and 
does not impose a regulatory burden on 
any person, it may be made effective less 
than 30 days following publication 
thereof. 

Accordingly, the Board hereby repeals 
Part 242 of the Economic Regulations, 
14 CFR Part 242, effective as of the end 
of the day on December 31, 1962, pro¬ 
vided, That the reports required by Part 

242 for periods ending prior to January 
1, 1963, which are due after December 
.31, 1962, shall be filed as provided in 
Part 242. 

(Sections 204(a), 401(n), and 407 of the 
Federal Aviation Act of 1958, as amended, 
72 Stat. 743, 766; 76 Stat. 144, 145; 49 U.S.C. 
1324, 1377, and sections 7, 8(a) and 9 of PL 
87-528, 76 Stat. 146, 147, 148) 

Adopted: December 26, 1962. 

Effective: December 31,1962. 

By the Civil Aeronautics Board. 

[seal] Mabel McCart, 

Acting Secretary . 

[F.R. Doc. 62-12884; Filed, Dec. 28, 1962; 

8:50 a.m.] 
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Title 18 —CONSERVATION 
OF POWER 

Chapter I—Federal Power 
Commission 

SUBCHAPTER A—GENERAL RULES 
[Docket No. R-229; Order No. 259] 

PART 3—ORGANIZATION 

Order Specifying Plan of Commission 
Organization and Operation Effec¬ 
tive During Emergency Conditions 

December 21, 1962. 

The following plan of organization and 
operation will be observed by this Com¬ 
mission in discharging its lawful duties 
and responsibilities in the event of an 
armed attack upon the United States, its 
territories and possessions, in the event 
of official notification of the likelihood or 
imminence of such attack or at a time 
specified by authority of the President, 
whichever may first occur. 

Currently, Commission organization 
and the respective functions and respon¬ 
sibilities of the Commission, individual 
Commissioners and Commission staff 
members, are as set forth in Part 3 of 
the Commission’s general rules, §; 3.1— 
3.6 inclusive. 1 The plan of Commission 
organization and operation under emer¬ 
gency conditions will appear as a new 
section of that part, “§3.7 Commission 
organization and operation during emer¬ 
gency conditions:” “§ 3.1 Purpose” will 
be amended to expressly reflect therein 
the purpose of the new § 3.7. 

The provisions of this plan of organi¬ 
zation and operation are designed to as¬ 
sure continuity of essential govern¬ 
mental functions as may be performed 
by this Commission under conditions 
described above. Accomplishment of 
that purpose requires that all parties sub¬ 
ject to this Commission’s regulatory au¬ 
thority, as well as members of the gen¬ 
eral public having interests therein, be 
appraised insofar as possible of the cir¬ 
cumstances in which this Commission 
will reorganize its personnel and re¬ 
sources to meet emergency conditions, 
the scope of the duties and responsibili¬ 
ties of Commission and staff members in 
those circumstances and a means of 
communicating with the Commission and 
its staff. When operative, the plan’s 
provisions supersede all inconsistent or¬ 
ganizational, administrative or proced¬ 
ural requirements theretofore observed 
by the Commission and its staff in dis¬ 
charging statutory and other lawful au¬ 
thority delegated to this Commission. 2 


1 Part 3—Organization, Subchapter A— 
General Rules, Chapter I—Federal Power 
Commission, Title 18 Code of Federal Regu¬ 
lations. 

2 Cf. Title 18 Code of Federal Regulations, 
Chapter I—Federal Power Commission, Sub- 
chapter A—General Rules, Subchapter B— 
Regulations under the Federal Power Act, 
Subchapter C—Accounts, Federal Power Act, 
Subchapter D —Approved Forms, Federal 
Power Act, Subchapter E—Regulations under 
Natural Gas Act, Subchapter F—Accounts, 
Natural Gas Act and Subchapter G—Ap¬ 
proved Forms, Natural Gas Act. 
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The Commission finds: 

(1) In view of the foregoing and upon 
consideration of all relevant matters pre¬ 
sented, it is necessary and appropriate 
for the purposes of the Federal Power 
Act and Natural Gas Act to amend the 
Commission’s general rules as herein¬ 
after ordered to include as a part thereof 
the plan of Commission organization 
and operation during emergency con¬ 
ditions. 

(2) The amendment of the Commis¬ 
sion’s general rules as hereinafter or¬ 
dered involve matters of agency organi¬ 
zation and procedure which do not 
require the giving of prior notice of rule- 
making pursuant to section 4(a) of the 
Administrative Procedure Act. 

(3) In view of the foregoing good 
cause exists that the amendment of the 
Commission’s general rules as herein¬ 
after ordered be effective as of the date 
of issuance of this order. 

The Commission acting pursuant to 
the authority granted by the Federal 
Power Act and Natural Gas Act, partic¬ 
ularly sections 1, 2, 309 and 310 of the 
Federal Power Act and sections 16 and 
18 of the Natural Gas Act (16 U.S.C. 
792, 793, 825h, 825i; 15 U.S.C. 7170, 
717q, respectively) orders: 

(A) Part 3—Organization, Subchapter 
A—General Rules, Chapter I—Federal 
Power Commission, Title 18 Code of Fed¬ 
eral Regulations is hereby amended by 
revising § 3.1 thereof and adding a new 
§ 3.7 thereto both to read as follows: 

§ 3.1 Purpose. 

This part describes the central and 
field organization of the Federal Power 
Commission, including delegations of 
final authority and the established places 
at which, and methods whereby, the pub¬ 
lic may secure information or make sub¬ 
mittals or requests. This part also 
describes the plan of organization and 
operation which will be observed by this 
Commission in discharging its lawful 
duties and responsibilities in the event of 
an armed attack upon the United States, 
its territories and possessions, in the 
event of official notification of the likeli¬ 
hood or imminence of such attack or at 
a time specified by authority of the Pres¬ 
ident, whichever may first occur. 

* * * * * 

§ 3.7 Commission organization and op¬ 
eration during emergency condi¬ 
tions. 

(a) Emergency conditions, effective 
date and duration . For purposes of 
this section emergency conditions shall 
be deemed to commence at the time of 
an armed attack upon the United States, 
its territories and possessions, at the 
time of official notification of the likeli¬ 
hood or imminence of such attack, or 
at a time specified by authority of the 
President, whichever may first occur and 
shall continue thereafter until official 
notification of cessation of such condi¬ 
tions. The provisions of this section 
shall become operative as at the com¬ 
mencement of emergency conditions and 
continue until cessation of those con¬ 
ditions, subject to further order of the 
Commission. 
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(b) Officers of the Commission, infor - 
mation and submittals . (1) During the 

continuance of emergency conditions the 
location or headquarters of the Com¬ 
mission shall be as designated by the 
Commission acting in regular course be¬ 
fore the occurrence of the emergency 
conditions or such other place as the 
Commission may designate upon the oc¬ 
currence of those conditions; the loca¬ 
tion of the Bureaus and Offices of the 
Commission, and Commission personnel 
assigned thereto, shall be at the head¬ 
quarters of the Commission except as 
otherwise designated by authority of the 
Chairman, subject to modification or 
revocation by authority of the Commis¬ 
sion; and the locations of the Regional 
Offices of the Commission and Commis¬ 
sion personnel assigned thereto, shall 
be as designated by the respective Re¬ 
gional Engineers in charge thereof, sub¬ 
ject to modification or revocation by 
authority of the Chairman. 

<2) During the continuance of emer¬ 
gency conditions all formal or informal 
requests, filings, reports or other sub¬ 
mittals to this Commission shall be ad¬ 
dressed to Federal Power Commission, 
Official Mail and Messenger Service, 
United States Post Office Department, 
unless otherwise specified by authority 
of the Commission. 

<c) Organization, delegations of final 
authority. (1) During the continuance 
of emergency conditions, the respective 
functions and responsibilities of the 
Commission, individual Commissioners 
and Commission staff members and the 
delegations of final authority shall to the 
extent possible be as set forth in §§3.4 
and 3.5 unless otherwise modified or re¬ 
voked by authority of the Chairman, 
Commission or other requirement of law. 

<2) Action taken in the name and au¬ 
thority of the Commission during the 
continuance of emergency conditions 
and in the absence of a quorum of three 
Commissioners then capable of acting, 
shall be taken upon authority of the act¬ 
ing Commissioner or Commissioners 
whose authority shall mean and include 
the delegated authority to act for all 
other Commissioners. 

(3) Action taken in the name and au¬ 
thority of the Commission during the 
continuance of emergency conditions in 
the absence of any Commissioner then 
capable of acting, shall be taken upon 
authority of any five members of the 
Commission staff, succeeding in the or¬ 
der as listed hereinafter, whose author¬ 
ity shall mean and include the delegated 
authority to act for all Commissioners. 
The order in which Commission staff 
members may act for the Commission 
pursuant to this subparagraph is: Execu¬ 
tive Director, Chief, Bureau of Power, 
Chief, Bureau of Natural Gas, General 
Counsel, Assistant to the Chairman, Dep¬ 
uty Chief, Bureau of Power, Deputy 
Chief, Bureau of Natural Gas, Deputy 
General Counsel, Solicitor; and in the 
order of seniority, Assistant Chief and 
Division Chiefs, Bureau of Power, Divi¬ 
sion Chiefs, Bureau of Natural Gas, As¬ 
sistants General Counsel; to be followed 
without regard to the particular Bureaus 
or Offices to which assigned, by the re¬ 
maining Commission staff members in 


the order of the highest grade and long¬ 
est period of service with the Federal 
Power Commission. 

(4) Actions taken in the name and 
authority of the Commission by two or 
less Commissioners or five members of 
the Commission staff, as described above, 
shall be effective immediately (or as 
specified by the Commission order) but 
shall be subject to reconsideration by a 
statutory quorum of Commissioners 
within thirty days of the date upon 
which public notice is given that such a 
statutory quorum has been reconstituted 
and is functioning. 

(5) During the continuance of emer¬ 
gency conditions, the authority of the 
Chairman shall be exercised by thp Com¬ 
missioner so designated by the Presi¬ 
dent, if capable of acting, or if not by 
the person in the order as listed herein¬ 
after who is capable of acting: Vice 
Chairman, other Commissioners in order 
of seniority. Executive Director, Chief, 
Bureau of Power, Chief, Bureau of Na¬ 
tural Gas, General Counsel, Assistant to 
the Chairman, Deputy Chief, Bureau of 
Power, Deputy Chief, Bureau of Natural 
Gas, Deputy General Counsel, Solicitor; 
and in the order of seniority, Assistant 
Chief and Division Chiefs, Bureau of 
Power, Division Chiefs, Bureau of Nat¬ 
ural Gas, Assistants General Counsel; to 
be followed without regard to the par¬ 
ticular Bureaus or Offices to which as¬ 
signed, by the remaining Commission 
staff members in the order of the high¬ 
est grade and longest period of service 
with the Federal Power Commission. 

(6) The respective duties of the Sec¬ 
retary, Executive Director, Chiefs of 
Bureaus and Offices and Regional En¬ 
gineers shall be discharged during the 
continuance of emergency conditions by 
the subordinate staff members desig¬ 
nated to act in such capacity in the ab¬ 
sence of the persons holding such offices 
and, if no subordinate has been so desig¬ 
nated or the designated subordinate is 
not present at the place of duty, by the 
next subordinate official or employee in 
the respective Bureaus or Offices of high¬ 
est grade and longest period of service 
with the Federal Power Commission in 
that grade present at the place of duty, 
subject to modification or revocation by 
authority of the Chairman with approval 
by authority of the Commission. The 
duties of other officials and employees 
shall be discharged as the respective 
Chiefs of Bureaus and Offices shall desig¬ 
nate, subject to modification or revoca¬ 
tion by authority of the Executive 
Director. 

(d) Commission meetings. As soon 
as possible following the occurrence of 
emergency conditions, the Commission 
shall convene at its headquarters, pro¬ 
vide for the place, time and method of 
giving notice of future Commission 
meetings to those entitled thereto as 
shall be feasible and reasonable in the 
circumstances, subject to further order 
of the Commission. The Commission 
shall act by majority vote of those par¬ 
ticipating whether physically present or 
participating in Commission considera¬ 
tion through any means of communica¬ 
tion. 


(e) Personnel and fiscal functions 
Subject to modification or revocation 
by authority of the Executive Director 
authority to effect temporary appoint¬ 
ments of such additional officers and 
employees, to classify and allocate posi 
tions to their proper grades, to issue 
travel orders, and to effect emergency 
purchases of supplies, equipment and 
services shall be exercised by the re¬ 
spective Chiefs of Bureaus and Offices 
and Regional Engineers, their deputies 
or staff in line of succession, as may be 
required for the discharge of the lawful 
duties of the respective Bureaus and 
Offices. 


(f) Effect upon existing Commission 
requirements. Except as herein other¬ 
wise provided, all outstanding Commis¬ 
sion orders, rules and regulation.:- shall 
remain in force and effect during the 
continuance of emergency conditions, 
subject to all lawful requirements and 
such changes as may be authorized by 
authority of the Chairman or the 
Commission. 


(B) This order shall become effective 
upon the date of issuance thereof. 

(C) The Secretary of the Commission 
shall cause prompt publication of this 
order. 


By the Commission. 


Joseph H. Gutrid^ 

Secretary. 

[F.R. Doc. 62-12891; Filed, Dec. 28, 1962; 
8:51 a.m.J 


Title 25—INDIANS 

Chapter I—Bureau of Indian Affairs, 
Department of the Interior 
SUBCHAPTER M—FORESTRY 

PART 141—general forest 
REGULATIONS 

PART 143—SALE OF TIMBER PROD¬ 
UCTS AND USE OF FOREST LANDS 
FOR NONFOREST PURPOSES, ME¬ 
NOMINEE INDIAN RESERVATION 

Miscellaneous Amendments 

On page 9065 of the Federal Recister 
of September 12, 1962, there was pub¬ 
lished a notice of and text of proposed 
amendments of Parts 141 and 143 of 
Title 25, Code of Federal Regulations. 

The purpose of these amendments is 
to: <1) Redefine “Indian forest lands” 
so that no specific determination is 
needed to classify such lands; (2) ex¬ 
pand and clarify the procedures for In¬ 
dian operation of timber enterprises and 
permit the sale of timber products by 
tribal enterprises operating under ap¬ 
proved agreements without compliance 
with 25 CFR Part 142; and (3) revoke 
25 CFR Part 143, which pertains to for¬ 
estry matters on the Menominee Reser¬ 
vation, as Federal trust responsibility 
over the Menominee Tribe was termi¬ 
nated on April 30,1961. 

Interested persons were given 30 days 
within which to submit comments, sug¬ 
gestions, or objections with respect to 
the proposed amendments. No com- 
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ments suggestions, or objections have 
Zen received, and the proposed amend¬ 
ments are hereby adopted and are set 
forth below. These amendments shall 
tecome effective at the beginning of the 
30th calendar day following the date of 
publication in the Federal Register. 

Stewart L. Udall, 
Secretary of the Interior. 

December 21,1962. 

1 paragraph (b) of § 141.1 is amended 
to read as follows: 

§141.1 Definitions. 

***** 

(b) “Indian forest lands” means lands 
held in trust by the United States for 
Indian tribes or individual Indians or 
owned by such tribes or individuals sub¬ 
ject to restrictions against alienation, 
that are considered to be chiefly valuable 
for the production of forest crops, or on 
which it is considered that a forest cover 
should be maintained in order to protect 
watershed or other values. A formal in¬ 
spection and land classification action is 
not required before applying the provi¬ 
sions of this Part 141 to the management 
of any particular tract of land. 

2. Section 141.6 is amended to read 

as follows: 

§ 141.6 Indian operations. 

Subject to approval by the Secretary, 
the following actions may be taken: 

(a) Indian tribal logging or sawmill 
enterprises may be initiated and organ¬ 
ized with the consent of the authorized 
tribal representatives. 

(b) Such enterprises which do not op¬ 
erate under the provisions of Part 142 of 
this chapter shall enter into formal 
agreements with tribal representatives 
for the use of tribal timber, and with 
the individual Indian owners for allotted 
timber. 

(c) Such enterprises may contract for 
the purchase of Indian-owned timber 
with the consent of the tribal representa¬ 
tives or the individual owners at stump- 
age rates established by the Secretary. 

(d) Such enterprises jnay negotiate 
for the purchase of non-Indian owned 
timber. 

(e) Performance bonds need not be 
required in connection with the use of 
timber by such enterprises. 

(f) Payment for tribal timber cut by 
such enterprises may be authorized by 
methods other than those in § 141.15. 

(g) Authorized officers of tribal enter¬ 
prises, operating under approved agree¬ 
ments for the use of tribal or allotted 
timber pursuant to this section, may sell 
the forest products produced in accord¬ 
ance with generally accepted trade prac¬ 
tices without compliance with section 
3709 of the Revised Statutes. 

3. The introductory paragraph of 
§ 141.8 is amended to read as follows: 

§ 141.8 Advertisement of sales. 

Except as provided in §§ 141.6, 141.9, 
and 141.19, sales of timber shall be made 
only after advertising. 

4. Section 141.14 is amended to read as 
follows: 
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§ 141.14 Bonds required. 

Performance bonds will be required in 
connection with all sales of Indian tim¬ 
ber, except they may or may not be re¬ 
quired, as determined by the approving 
officer, in connection with the use of tim¬ 
ber by tribal enterprises pursuant to 
§ 141.6, or in timber cutting permits is¬ 
sued pursuant to § 141.19. In sales in 
which the estimated stumpage value, 
calculated at the appraised stumpage 
rates, does not exceed $10,000 the bond 
shall be approximately 20 percent of the 
estimated stumpage value. In sales in 
which the estimated stumpage value ex¬ 
ceeds $10,000 but is not over $100,000, 
the bond shall be approximately 15 per¬ 
cent of the estimated stumpage value 
but not less than $2,000; in sales in which 
the estimated stumpage value exceeds 
$100,000 but is not over $250,000, the 
bond shall be approximately 10 percent 
of the estimated stumpage value but not 
less than $15,000; and in sales in which 
the estimated stumpage value exceeds 
$250,000, the bond shall be approxi¬ 
mately 5 percent of the estimated stump¬ 
age value but not less than $25,000. 
Bonds may be in the form of a corporate 
surety bond by an acceptable surety 
company; or cash bond designating the 
approving officer to act under a power of 
attorney; or negotiable -United States 
Government bonds supported by appro¬ 
priate power of attorney and perform¬ 
ance bond. 

5. Section 141.15 is amended to read 
as follows: 

§ 141.15 Payments for timber. 

The basis of volume determination for 
timber sold shall be the Scribner Deci¬ 
mal C, International l A inch, or Inter¬ 
national Decimal X A inch log rules, cubic 
volume, weight, or such other form of 
measurement as the Secretary shall 
designate for each sale. Payment for 
timber will be required in advance of 
cutting pursuant to § 141.16, except for 
Indian enterprises pursuant to § 141.6. 
Each advance deposit shall be at least 
10 percent of the value of the minimum 
volume of timber required to be cut 
annually, figured at the appraised 
stumpage rates: Provided , That the ap¬ 
proving officer may reduce the size of the 
last advance deposit before the comple¬ 
tion of the sale or before periods of ap¬ 
proximately 3 months or longer during 
which no timber cutting is anticipated. 
If a contract stipulates no minimum an¬ 
nual cutting requirements the amount of 
each advance deposit shall be determined 
by the approving officer. The advance 
payments that may be required in the 
sale of trust allotted timber, pursuant 
to § 141.16, shall not operate to reduce 
the size of advance deposits required by 
this section, but may postpone the neces¬ 
sity of requiring such deposits until' the 
advance payments on the particular al¬ 
lotments being cut have been exhausted. 

6 . Part 143 of Title 25, Code of Fed¬ 
eral Regulations, is revoked. 

[F.R. Doc. 62-12895; Piled, Dec. 28, 1962; 

8:51 a.m.] 
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PART 142—SALE OF LUMBER AND 
OTHER FOREST PRODUCTS PRO¬ 
DUCED BY INDIAN ENTERPRISES 
FROM THE FORESTS ON INDIAN 
RESERVATIONS 

On pages 9148-9149 of the Federal 
Register of September 14, 1962, there 
was published a notice of and text of 
proposed amendment of Part 142 of Title 
25, Code of Federal Regulations. The 
purpose of the amendment is to provide 
opportunities for organized tribal forest 
enterprises to conduct sales of lumber 
and other forest products. Bureau 
guidance is needed for small-scale op¬ 
erations where the enterprise organiza¬ 
tion has limited experience in conduct¬ 
ing such sales; or where no formal 
agreement has been entered into be¬ 
tween the enterprise and the tribal rep¬ 
resentatives or individual Indians for the 
purchase of tribal or allotted stumpage. 

Part 142 is recodified to incorporate 
numerous editorial corrections in addi¬ 
tion to the substantive changes, above. 

Interested persons were given 30 days 
within which to submit comments, sug¬ 
gestions, or objections with respect to 
the proposed amendment. The only 
suggestion received was accepted, result¬ 
ing in a change in § 142.12 consisting of 
changing “60 days” to “90 days” to con¬ 
form with general trade practices. 
With this change the proposed amend¬ 
ment is hereby adopted and is set forth 
below. This amendment shall become 
effective at the beginning of the 30th 
calendar day following the date of pub¬ 
lication in the Federal Register. 

Stewart L. Udall, 
Secretary of the Interior. 

December 26, 1962. 

Sec. 

142.1 Definitions. 

142.2 Purpose of regulations. 

142.3 Applicability of regulations. 

142.4 Sale in open market. 

142.5 Advertisement in trade journals and 

newspapers. 

142.6 Advertising, general. 

142.7 Proposals for purchase. 

142.8 Proposals to Government depart¬ 

ments. 

142.9 Cash sales. 

142.10 Payments, discounts, and credit sales. 

142.11 Commission sales agents. 

142.12 Deposits. 

Authority:§§ 142.1 to 142.12 issued under 
R.S. 161, 54 Stat. 504, as amended; 5 U.S.C. 
22,41 U.S.C. 6b. 

§ 142.1 Definitions. 

As used in this part: 

(a) “Secretary” means Secretary of 
the Interior or his authorized representa¬ 
tive. 

(b) “Forest products” means lumber, 
lath, shingles, crating, ties, bolts, logs, 
bark, pulpwood, or other marketable 
materials obtained from forests and au¬ 
thorized for removal by the Indian en¬ 
terprises. 

§ 142.2 Purpose of regulations. 

The regulations in this Part 142 pre¬ 
scribe the terms and conditions under 
which forest products produced by In¬ 
dian tribal enterprises from the forests 
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of Indian reservations may be sold with¬ 
out compliance with section 3709 of the 
Revised Statutes. 

§ 142.3 Applicability of regulations. 

The regulations in this Part 142 are 
intended to be generally applicable ex¬ 
cept that they shall not apply to the Red 
Lake Reservation in Minnesota; or, as 
may be determined by the Secretary, to 
Indian enterprises that have entered into 
approved agreements for the use of tribal 
or allotted timber pursuant to § 141.6 of 
this chapter. 

§ 142.4 Sale in open market. 

The forest products obtained from the 
forests on Indian reservations by Indian 
enterprises may be sold in the open mar¬ 
ket at such prices as may be realized 
through the methods provided in this 
Part 142. 

§ 142.5 Advertisement in trade journals 
and newspapers. 

Forest products obtained from Indian 
reservation forests by Indian enterprises, 
may be advertised for sale in lumber 
trade journals of general circulation 
among persons, companies, or corpora¬ 
tions intersted in the buying and sell¬ 
ing of forest products, and in newspapers 
in cities that may afford a favorable 
market for such forest products. 

§ 142.6 Advertising, general. 

Advertisement of forest products may 
also be made by circular letters and 
through personal interviews with the 
trade: Provided, That the travel expense 
incident thereto shall not be incurred 
without specific authority from the 
Secretary. 

§ 142.7 Proposals for purchase. 

Proposals for the purchase of forest 
products may be made to the Secre¬ 
tary, and he is authorized to quote prices 
and consummate sales at such times and/ 
or such terms as are consistent with 
the regulations of this Part 142. 

§ 142.8 Proposals to Government de¬ 
partments. 

Proposals to sell may be made to mu¬ 
nicipalities, counties, states, of the 
United States and prices may be quoted 
to such agencies. Terms and payment 
in connection with such sales may be 
formulated in accordance with the gen¬ 
eral practice of such agencies. 

§ 142.9 Cash sales. 

All forest products of Indian forest en¬ 
terprises shall be sold for cash f.o.b. mill 
or other point of delivery, except as 
provided in §§ 142.8 and 142.10. Ad¬ 
justments and allowances on shipments 
of forest products after delivery to the 
buyer are authorized in accordance with 
generally accepted trade practices when 
such adjustments are essential by rea¬ 
son of off-grade shipments or errors in 
volume. 

§ 142.10 Payments, discounts, and credit 
V sales. 

Shipments of forest products on open 
account shall be made only to persons 
or companies who have an acceptable 
credit rating. Credit on shipments of 
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forest products sold on open account 
must not be extended beyond 60 days 
from date of receipt by the buyer. A 
cash discount in accordance with gen¬ 
eral trade practice and usually not ex¬ 
ceeding two percent of mill value, may 
be allowed when the shipment is paid 
for within ten days of receipt by the con¬ 
signee as evidenced by the original paid 
freight bill or other acceptable evidence. 

§ 142.11 Commission sales agents. 

Sales may be made through commis¬ 
sion sales agents, for which they may be 
paid a commission on f.o.b. mill value of 
the shipment at approved rates. Sales 
may be made to wholesalers on which a 
discount at approved rates may be 
allowed. 

§ 142.12 Deposits. 

On all agreements to purchase for fu¬ 
ture delivery a deposit may be required. 
Such a deposit may be forfeited if the 
purchaser does not comply with the 
terms of sale. No agreement for sale and 
future delivery shall be made for a long¬ 
er period than 90 days, except with the 
approval of the Secretary. 

[P.R. Doc. 62-12896; Piled, Dec. 28, 1962; 

8:51 a.m.] 
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SUBCHAPTER A—INCOME TAX 

ITD. 6630] 

PART 1—INCOME TAX; TAXABLE 
YEARS BEGINNING AFTER DE¬ 
CEMBER 31, 1953 

Substantiation of Certain Travel, En¬ 
tertainment and Gift Expenses 

On November 8, 1962, notice of pro¬ 
posed rule making was published in the 
Federal Register (27 F.R. 10894) to 
amend the Income Tax Regulations to 
reflect the provisions of section 274(d) 
of the Internal Revenue Code, added by 
section 4(a) of the Revenue Act of 1962 
(76 Stat. 974). The amendment related 
to substantiation of certain travel, enter¬ 
tainment, and gift expenses, and limited 
the application of § 1.162-17. All com¬ 
ments on the proposed regulations were 
carefully considered in developing the 
final regulations, although it was im¬ 
practicable to acknowledge each com¬ 
munication because of the limited time 
available and the relatively large number 
of communications received. The In¬ 
ternal Revenue Service expresses its 
appreciation for the helpful and con¬ 
structive comments submitted. 

The regulations are hereby adopted in 
the following amended form: 

Paragraph 1. There are inserted im¬ 
mediately after § 1.273-1 the following 
new sections: 

§ 1.274 Statutory provisions; disallow¬ 
ance of certain entertainment, etc., 
expenses. 

Sec. 274. Disallowance of certain entertain¬ 
ment, etc., expenses —(a) Entertainment, 
amusement, or recreation —(1) In general. 


No deduction otherwise allowable under 
chapter shall be allowed for any item— 18 

(A) Activity. With respect to an active 
which is of a type generally considered tn 
constitute entertainment, amusement 
recreation, unless the taxpayer establish* 
that the item was directly related to or in 
the case of an item directly preceding or 
following a substantial and bona fide busi 
ness discussion (including business meetings 
at a convention or otherwise), that such 
item was associated with, the active con¬ 
duct of the taxpayer’s trade or business or 

(B) Facility. With respect to a facility 
used in connection with an activity referred 
to in subparagraph (A), unless the taxpayer 
establishes that the facility was used pri¬ 
marily for the furtherance of the taxpayer’s 
trade or business and that the item was 
directly related to the active conduct of such 
trade or business, 

and such deductions shall in no event exceed 
the portion of such item directly related to 
or, in the case of an item described in sub- 
paragraph (A) directly preceding or following 
a substantial and bona fide business discus¬ 
sion (including business meetings at a con¬ 
vention or otherwise), the portion of such 
item associated with, the active conduct of 
the taxpayer’s trade or business. 

(2) Special rules. For purposes of apply¬ 
ing paragraph (1) — 

(A) Dues or fees to any social, athletic, 
or sporting club or organization shall be 
treated as items with respect to facilities. 

(B) An activity described in section 212 
shall be treated as a trade or business. 

(b) Gifts — (1) Limitation. No deduction 
shall be allowed under section 162 or section 
212 for any expense for gifts made directly 
or indirectly to any individual to the extent 
that such expense, when added to prior ex¬ 
penses of the taxpayer for gifts made to such 
individual during the same taxable year, 
exceeds $25. For purposes of this section, 
the term “gift” means any item excludable 
from gross income of the recipient under 
section 102 which is not excludable from 
his gross income under any other provision 
of this chapter, but such term does not 
include— 

(A) An item having a cost to the taxpayer 
not in excess of $4.00 on which the name of 
the taxpayer is clearly and permanently Im¬ 
printed and which is one of a number of 
identical items distributed generally by the 
taxpayer, 

(B) A sign, display rack, or other promo¬ 
tional material to be used on the business 
premises of the recipient, or 

(C) An item of tangible personal property 
having a cost to the taxpayer not in excess 
of $100 which is awarded to an employee 
by reason of length of service or for safety 
achievement. 

(2) Special rules. (A) In the case of a 
gift by a partnership, the limitation con¬ 
tained in paragraph (1) shall apply to the 
partnership as well as to each member 
thereof. 

(B) For purposes of paragraph (1), a hus¬ 
band and wife shall be treated as one tax¬ 
payer. 

(c) Traveling. In the case of any indi¬ 
vidual who is traveling away from home in 
pursuit of a trade or business or in pursuit 
of an activity described in section 212, no 
deduction shall be allowed under section 
162 or section 212 for that portion of the 
expenses of such travel otherwise allowable 
under such section which, under regulations 
prescribed by the Secretary or his delegate, 
is not allocable to such trade or business 
or to such activity. This subsection shall 
not apply to the expenses of any travel away 
from home which does not exceed one week 
or where the portion of the time away from 
home which is not attributable to the pur¬ 
suit of the taxpayer’s trade or business or 
an activity described in section 212 is less 
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L . „ 25 percent of the total time away from 
* 0 n such travel. 

(d) Substantiation required. No deduc- 
f) ' shall be allowed— 

m Under section 162 or 212 for any 
traveling expense (including meals and 
Edging while away from home), 
m For any item with respect to an ac- 
Hvitv which is of a type generally considered 
m constitute entertainment, amusement, or 
Creation or with respect to a facility used 
n connection with such an activity, or 

(3) For any expense for gifts, 


unless the taxpayer substantiates by ade¬ 
quate records or by sufficient evidence cor¬ 
roborating his own statement (A) the 
amount of such expense or other item, (B) 
the time and place of the travel, entertain¬ 
ment amusement, recreation, or use of the 
facility, or the date and description of the 
gift (C) the business purpose of the expense 
or other item, and (D) the business relation¬ 
ship to the taxpayer of persons entertained, 
using the facility, or receiving the gift. The 
Secretary or his delegate may by regulations 
provide that some or all of the requirements 
of the preceding sentence shall not apply in 
the case of an expense which does not exceed 
an amount prescribed pursuant to such reg¬ 
ulations. 

(e) Specific exceptions to application of 
subsection (a). Subsection (a) shall not 


apply to— 

(1) Business meals. Expenses for food and 
beverages furnished to any individual under 
circumstances which (taking into account 
the surroundings in which furnished, the 
taxpayer’s trade, business, or income-pro¬ 
ducing activity and the relationship to such 
trade, business, or activity of the persons to 
whom the food and beverages are furnished) 
are of a type generally considered to be con¬ 
ducive to a business discussion. 

(2) Food and beverages for employees. 
Expenses for food and beverages (and fa¬ 
cilities used in connection therewith) fur¬ 
nished on the business premises of the tax¬ 
payer primarily for his employees. 

(3) Expenses treated as compensation. 
Expenses for goods, services, and facilities, 
to the extent that the expenses are treated 
by the taxpayer, with respect to the recipient 
of the entertainment, amusement, or recrea¬ 
tion, as compensation to an employee on the 
taxpayer’s return of tax under this chapter 
and as wages to such employee for purposes 
of chapter 24 (relating to withholding of in¬ 
come tax at source on wages). 

(4) Reimbursed expenses. Expenses paid 
or incurred by the taxpayer, in connection 
with the performance by him of services for 
another person (whether or not such other 
person is his employer), under a reimburse¬ 
ment or other expense allowance arrange¬ 
ment with such other person, but this para¬ 
graph shall apply— 

(A) Where the services are performed for 
an employer, only if the employer has not 
treated such expenses in the manner pro¬ 
vided in paragraph (3), or 

(B) Where the services are performed for 
a person other than an employer, only if the 
taxpayer accounts (to the extent provided by 
subsection (d)) to such person. 

(5) Recreational, etc., expenses for em¬ 
ployees. Expenses for recreational, social, 
or similar activities (including facilities 
therefor) primarily for the benefit of em¬ 
ployees (other than employees who are offi¬ 
cers, shareholders or other owners, or highly 
compensated employees). For purposes of 
this paragraph, an individual owning less 
than a 10-percent interest in the taxpayer’s 
trade or business shall not be considered 
a shareholder or other owner, and for such 
purposes an individual shall be treated 


as owning any interest owned by a member 
of his family (within the meaning of section 
267(c)(4)). 


(6) Employee, stockholder , etc., business 
meetings. Expenses incurred by a taxpayer 
which are directly related to business meet¬ 
ings of his employees, stockholders, agents, 
or directors. 

(7) Meetings of business leagues, etc. Ex¬ 
penses directly related and necessary to at¬ 
tendance at a business meeting or convention 
of any organization described in section 
501(c)(6) (relating to business leagues, 
chambers of commerce, real estate boards, 
and boards of trade) and exempt from tax¬ 
ation under section 501(a). 

(8) Items available to public. Expenses 
for goods, services, and facilities made avail¬ 
able by the taxpayer to the general public. 

(9) Entertainment sold to customers. 
Expenses for goods or services (including 
the use of facilities) which are sold by the 
taxpayer in a bona fide transaction for an 
adequate and full consideration in money 
or money’s worth. 

For purposes of this subsection, any item 
referred to in subsection (a) shall be 
treated as an expense. 

(f) Interest, taxes, casualty losses, etc. 
This section shall not apply to any deduc¬ 
tion allowable to the taxpayer without regard 
to its connection with his trade or business 
(or with his income-producing activity). In 
the case of a taxpayer which is not an in¬ 
dividual, the preceding sentence shall be 
applied as if it were an individual. 

(g) Treatment of entertainment, etc., type 
facility. For purposes of this chapter, if 
deductions are disallowed under subsection 
(a) with respect to any portion of a facility, 
such portion shall be treated as an asset 
which is used for personal, living, and family 
purposes (and not as an asset used in the 
trade or business). 

(h) Regulatory authority. The Secretary 
or his delegate shall prescribe such regula¬ 
tions as he may deem necessary to carry out 
the purposes of this section, including regu¬ 
lations prescribing whether subsection (a) 
or subsection (b) applies in cases where both 
such subsections would otherwise apply. 


[Sec. 274 as added by sec. 4(a), Rev. Act 
1962 (76 Stat. 974) ] 

§ 1.274-1 [Reserved] 

§ 1.274—2 [Reserved] 

§ 1.274-3 [Reserved] 

§ 1.274—4 [Reserved] 

§ 1.274—5 Substantiation requirements. 


(a) In general. No deduction shall be 
allowed for any expenditure or item with 
respect to— 

(1) Traveling away from home (in¬ 
cluding meals and lodging) deductible 
under section 162 or 212, 

(2) Any activity which is of a type 
generally considered to constitute enter¬ 
tainment, amusement, or recreation, or 
with respect to a facility used in connec¬ 
tion with such an activity, including the 
items specified in section 274(e), or 

(3) Gifts defined in section 274, 


unless the taxpayer substantiates such 
expenditure as provided in paragraph (c) 
of this section. This limitation super¬ 
sedes with respect to any such expendi¬ 
ture the doctrine of Cohan v. Commis¬ 
sioner (C.C.A. 2d 1930) 39 F. 2d 540. The 
decision held that where the evidence 
indicated a taxpayer incurred deductible 
travel or entertainment expensse but the 
exact amount could not be determined, 
the court should make a close approxi¬ 
mation and not disallow the deduction 
entirely. Section 274(d) contemplates 
that no deduction shall be allowed a tax¬ 


payer for such expenditures on the basis 
of such approximations or unsupported 
testimony of the taxpayer. For purposes 
of this section, the term “entertainment” 
means entertainment, amusement, or 
recreation, and use of a facility therefor; 
and the term “expenditure” includes 
expenses and items (including items 
such as losses and depreciation). 

(b) Elements of an expenditure —(1) 
In general. Section 274(d) and this sec¬ 
tion contemplate that no deduction shall 
be allowed for any expenditure for 
travel, entertainment, or a gift unless 
the taxpayer substantiates the following 
elements for each such expenditure: 

(1) Amount; 

(ii) Time and place of travel or en¬ 
tertainment (or use of a facility with 
respect to entertainment), or date and 
description of a gift; 

(iii) Business purpose; and 

(iv) Business relationship to the tax¬ 
payer of each person entertained, using 
an entertainment facility or receiving a 
gift. 

(2) Travel. The elements to be proved 
with respect to an expenditure for travel 
are— 

(i) Amount. Amount of each separate 
expenditure for traveling away from 
home, such as cost of transportation or 
lodging, except that the daily cost of 
the traveler’s own breakfast, lunch, and 
dinner and of expenditures incidental to 
such travel may be aggregated, if set 
forth in reasonable categories, such as 
for meals, for gasoline and oil, and for 
taxi fares; 

(ii) Time. Dates of departure and re¬ 
turn for each trip away from home, and 
number of days away from home spent 
on business; 

(iii) Place. Destinations or locality of 
travel, described by name of city or town 
or other similar designation; and 

(iv) Business purpose. Business rea¬ 
son for travel or nature of the business 
benefit derived or expected to be derived 
as a result of travel. 

(3) Entertainment in general. Ele¬ 
ments to be proved with -respect to an 
expenditure for entertainment are— 

(i) Amount. Amount of each separate 
expenditure for entertainment, except 
that such incidental items as taxi fares 
or telephone calls may be aggregated on 
a daily basis; 

(ii ) Time. Date of entertainment; 

(iii) Place. Name, if any, address or 
location, and designation of type of en¬ 
tertainment, such as dinner or theater, 
if such information is not apparent from 
the designation of the place; 

(iv) Business purpose. Business rea¬ 
son for the entertainment or nature of 
business benefit derived or expected to be 
derived as a result of the entertainment 
and, except in the case of business meals 
described in section 274(e)(1), the 
nature of any business discussion or 
activity; 

(v) Business relationship. Occupation 
or other information relating to the per¬ 
son or persons entertained, including 
name, title, or other designation, suffi¬ 
cient to establish business relationship 
to the taxpayer. 

(4) Entertainment directly preceding 
or following a substantial and bona fide 
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i business discussion. If a taxpayer claims 
a deduction for entertainment directly 
preceding or following a substantial and 
bona fide business discussion on the 
ground that such entertainment was as¬ 
sociated with the active conduct of the 
taxpayer’s trade or business, the ele¬ 
ments to be proved with respect to such 
expenditure, in addition to those enumer¬ 
ated in subparagraph (3) (i), (ii), (iii), 
and (v) of this paragraph, are— 

(i) Time. Date and duration of busi¬ 
ness discussion; 

(ii) Place. Place of business discus¬ 
sion; 

(iii) Business purpose. Nature of 
business discussion, and business reason 
for the entertainment or nature of busi¬ 
ness benefit derived or expected to be 
derived as the result of the entertain¬ 
ment; 

(iv) Business relationship. Identifi¬ 
cation of those persons entertained who 
participated in the business discussion. 

(5) Gifts. Elements to be proved with 
respect to an expenditure for a gift 
are— 

(i) Amount. Cost of the gift to the 
taxpayer; 

(ii) Time. Date of the gift; 

(iii) Description. Description of the 
gift; 

(iv) Business purpose. Business rea¬ 
son for the gift or nature of business 
benefit derived or expected to be de¬ 
rived as a result of the gift; and 

(v) Business relationship. Occupa¬ 
tion or other information relating to the 
recipient of the gift, including name, 
title, or other designation, sufficient to 
establish business relationship to the 
taxpayer. 

(c) Rules for substantiation —(1) In 
general. A taxpayer must substantiate 
each element of an expenditure (de¬ 
scribed in paragraph (b) of this section) 
by adequate records or by sufficient evi¬ 
dence corroborating his own statement 
except as otherwise provided in this sec¬ 
tion. Section 274(d) contemplates that 
a taxpayer will maintain and produce 
such substantiation as will constitute 
clear proof of an expenditure for travel, 
entertainment, or gifts referred to in 
section 274. A record of the elements of 
an expenditure made at or near the time 
of the expenditure, supported by suffi¬ 
cient documentary evidence, has a high 
degree of credibility not present with 
respect to a statement prepared subse¬ 
quent thereto when generally there is 
a lack of accurate recall. Thus, the 
corroborative evidence required to sup¬ 
port a statement not made at or near the 
time of the expenditure must have a high 
degree of probative value to elevate such 
statement and evidence to the level of 
| credibility reflected by a record made at 
or near the time of the expenditure sup¬ 
ported by sufficient documentary evi- 
j dence. The substantiation requirements 
of section 274(d) are designed to en¬ 
courage taxpayers to maintain the 
records, together with documentary 
evidence, as provided in subparagraph 
(2) of this paragraph. To obtain a de¬ 
duction for an expenditure for travel, 
entertainment, or gifts, a taxpayer must 
substantiate, in accordance with the 
provisions of this paragraph, each ele¬ 
ment of such an expenditure. 


(2) Substantiation by adequate rec¬ 
ords —(i) In general. To meet the “ade¬ 
quate records’* requirements of section 
274(d), a taxpayer shall maintain an ac¬ 
count book, diary, statement of expense 
or similar record (as provided in sub¬ 
division (ii) of this subparagraph) and 
documentary evidence (as provided in 
subdivision (iii) of this subparagraph) 
which, in combination, are sufficient to 
establish each element of an expenditure 
specified in paragraph (b) of this sec¬ 
tion. It is not necessary to record in¬ 
formation in an account book, diary, 
statement of expense or similar record 
which duplicates information reflected 
on a receipt so long as such account book 
and receipt complement each other in 
an orderly manner. 

(ii) Account book, diary, etc. An ac¬ 
count book, diary, statement of expense 
or similar record must be prepared or 
maintained in such manner that each 
recording of an element of an expendi¬ 
ture is made at or near the time of the 
expenditure. 

(a) Made at or near the time of the 
expenditure. For purposes of this sec¬ 
tion, the phrase “made at or near the 
time of the expenditure’’ means the ele¬ 
ments of an expenditure are recorded at 
a time when, in relation to the making 
of an expenditure, the taxpayer has full 
present knowledge of each element of 
the expenditure, such as the amount, 
time, place and business purpose of the 
expenditure and business relationship 
to the taxpayer of any person enter¬ 
tained. An expense account statement 
which is a transcription of an account 
book, diary, or similar record prepared 
or maintained in accordance with the 
provisions of this subdivision shall be 
considered a record prepared or main¬ 
tained in the manner prescribed in the 
preceding sentence if such expense ac¬ 
count statement is submitted by an em¬ 
ployee to his employer or by an inde¬ 
pendent contractor to his client or cus¬ 
tomer in the regular course of good 
business practice. 

(b) Substantiation of business pur¬ 
pose. In order to constitute an adequate 
record of business purpose within the 
meaning of section 274(d) and this sub- 
paragraph, a written statement of busi¬ 
ness purpose generally is required. How¬ 
ever, the degree of substantiation neces¬ 
sary to establish business purpose will 
vary depending upon the facts and cir¬ 
cumstances of each case. Where the 
business purpose of an expenditure is 
evident from the surrounding facts and 
circumstances, a written explanation of 
such business purpose will not be re¬ 
quired. For example, in the case of a 
salesman calling on customers on an 
established sales route, a written expla¬ 
nation of the business purpose of such 
travel ordinarily will not be required. 
Similarly, in the case of a business meal 
described in section 274(e)(1), if the 
business purpose of such meal is evident 
from the business relationship to the 
taxpayer of the persons entertained and 
other surrounding circumstances, a writ¬ 
ten explanation of such business purpose 
will not be required. 

(c) Confidential information. If any 
information relating to the elements of 
an expenditure, such as place, business 


purpose or business relationship is of 
confidential nature, such informant! 
need not be set forth in the acSI 
book, diary, statement of expense oil 
similar record, provided such informs I 
tion is recorded at or near the time of 
the expenditure and is elsewhere avaU 
able to the district director to substan I 
tiate such element of the expenditure 

(iii) Documentary evidence. Docu 
mentary evidence, such as receipts, paid 
bills, or similar evidence sufficient to 
support an expenditure shall be required 
for— 

(a) Any expenditure for lodging while 
traveling away from home, and 

( b ) Any other expenditure of $25 or 
more, except, for transportation charges 
documentary evidence will not be re¬ 
quired if not readily available. 

provided, however, that the Commis-I 
sioner, in his discretion, may prescribe 
rules waiving such requirements in cir¬ 
cumstances where he determines it is 
impracticable for such documentary evi-' 
dence to be required. Ordinarily, docu- 
mentary evidence will be considered ade¬ 
quate to support an expenditure if it in¬ 
cludes sufficient information to establish 
the amount, date, place, and the essen¬ 
tial character of the expenditure. For 
example, a hotel receipt is sufficient to 
support expenditures for business travel 
if it contains the following: name, loca¬ 
tion, date, and separate amounts for 
charges such as for lodging, meals, and 
telephone. Similarly, a restaurant re¬ 
ceipt is sufficient to support an expendi¬ 
ture for a business meal if it contains 
the following: name and location of the 
restaurant, the date and amount of the 
expenditure, and, if a charge is made for 
an item other than meals and beverages, 
an indication that such is the case. A 
document may be indicative of only one 
(or part of one) element of an expendi¬ 
ture. Thus, a cancelled check, together 
with a bill from the payee, ordinarily 
would establish the element of cost. In 
contrast, a cancelled check drawn pay¬ 
able to a named payee would not by it¬ 
self support a business expenditure with¬ 
out other evidence showing that the 
check was used for a certain business 
purpose. 

(iv) Retention of documentary evi¬ 
dence. The Commissioner may, in his 
discretion, prescribe rules under which 
an employer may dispose of documen¬ 
tary evidence submitted to him by em¬ 
ployees who are required to, and do, 
make an adequate accounting to the em¬ 
ployer (within the meaning of paragraph 
(e) (4) of this section) if the employer 
maintains adequate accounting proce¬ 
dures with respect to such employees 
(within the meaning of paragraph (e) 
(5) of this section). 

(v) Substantial compliance. If a tax¬ 
payer has not fully substantiated a par¬ 
ticular element of an expenditure, but 
the taxpayer establishes to the satisfac¬ 
tion of the district director that he has 
substantially complied with the “ade¬ 
quate records” requirements of this sub- 
paragraph with respect to the expendi¬ 
ture, the taxpayer may be permitted to 
establish such element by evidence which 
the district director shall deem adequate. 
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(3) Substantiation by other sufficient 
mdence. If a taxpayer fails to estab- 
SL to the satisfaction of the district 
director that he has substantially com- 
olied with the “adequate records” re- 
fluirements of subparagraph (2) of this 
naragraph with respect to an element of 
an expenditure, then, except as other¬ 
wise provided in this paragraph, the tax¬ 
payer must establish such element— 

V (i) By his own statement in writing 
containing specific information in detail 
as to such element; and 

(ii) By other corroborative evidence 
sufficient to establish such element. 

If such element is the description of a 
gift, or the cost, time, place, or date of an 
expenditure, the corroborative evidence 
shall be direct evidence, such as a state¬ 
ment in writing or the oral testimony of 
persons entertained or other witness 
setting forth detailed information about 
such element, or the documentary evi¬ 
dence described in subparagraph (2) of 
this paragraph. If such element is either 
the business relationship to the tax¬ 
payer of persons entertained or the busi¬ 
ness purpose of an expenditure, the 
corroborative evidence may be circum¬ 
stantial evidence. 

(4) Substantiation in exceptional cir¬ 
cumstances. If a taxpayer establishes 
that, by reason of the inherent nature 
of the situation in which an expenditure 
was made— 

(i) He was unable to obtain evidence 
with respect to an element of the expen¬ 
diture which conforms fully to the “ade¬ 
quate records” requirements of sub- 
paragraph (2) of this paragraph, 

(ii) He is unable to obtain evidence 
with respect to such element which con¬ 
forms fully to the “other sufficient evi¬ 
dence” requirements of subparagraph 
(3) of this paragraph, and 

(iii) He has presented other evidence, 
with respect to such element, which 
possesses the highest degree of probative 
value possible under the circumstances, 

such other evidence shall be considered 
to satisfy the substantiation require¬ 
ments of section 274(d) and this para¬ 
graph. 

(5) Loss of records due to circum¬ 
stances beyond control of taxpayer . 
Where the taxpayer establishes that the 
failure to produce adequate records is 
due to the loss of such records through 
circumstances beyond the taxpayer’s 
control, such as destruction by fire, flood, 
earthquake, or other casualty, the tax¬ 
payer shall have a right to substantiate 
a deduction by reasonable reconstruc¬ 
tion of his expenditures. 

s (6) Special rules —(i) Separate ex¬ 
penditure. (a) In general. For the 
purposes of this section, each separate 
payment by the taxpayer shall ordinarily 
be considered to constitute a separate 
expenditure. However, concurrent or 
repetitious expenses of a similar nature 
occurring during the course of a single 
event shall be considered a single ex¬ 
penditure. To illustrate the above rules, 
where a taxpayer entertains a business 
guest at dinner and thereafter at the 
theater, the payment for dinner shall be 
considered to constitute one expenditure 
and the payment for the tickets for the 
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theater shall be considered to constitute 
a separate expenditure. Similarly, if 
during a day of business travel a tax¬ 
payer makes separate payments for 
breakfast, lunch, and dinner, he shall be 
considered to have made three separate 
expenditures. However, if during enter¬ 
tainment at a cocktail lounge the tax¬ 
payer pays separately for each serving 
of refreshments, the total amount ex¬ 
pended for the refreshments will be 
treated, as a single expenditure. A tip 
may be treated as a separate expenditure. 

( b ) Aggregation. Except as other¬ 
wise provided in this section, the ac¬ 
count book, diary, statement of expense, 
or similar record required by subpara¬ 
graph (2) (ii) of this paragraph shall be 
maintained with respect to each sepa¬ 
rate expenditure and not with respect 
to aggregate amounts for two or more 
expenditures. Thus, each expenditure 
for such items as lodging and air or rail 
travel shall be recorded as a separate 
item and not aggregated. However, at 
the option of the taxpayer, amounts ex¬ 
pended for breakfast, lunch, or dinner, 
may be aggregated. A tip or gratuity 
which is related to an underlying ex¬ 
pense may be aggregated with such ex¬ 
pense. For other provisions permitting 
recording of aggregate amounts in an 
account book, diary, statement of ex¬ 
pense or similar record see paragraph 
(b) (2) (i) and (b) (3) of this section (re¬ 
lating to incidental costs of travel and 
entertainment). 

(ii) Allocation of expenditure. For 
purposes of this section, if a taxpayer 
has established the amount of an ex¬ 
penditure, but is unable to establish the 
portion of such amount which is attrib¬ 
utable to each person participating in 
the event giving rise to the expenditure, 
such amount shall ordinarily be allo¬ 
cated to each participant on a pro rata 
basis, if such determination is material. 
Accordingly, the total number of per¬ 
sons for whom a travel or entertainment 
expenditure is incurred must be estab¬ 
lished in order to compute the portion 
of the expenditure allocable to each such 
person. 

(iii) Primary use of a facility. Sec¬ 
tion 274(a) (1) (B) provides that no de¬ 
duction shall be allowed for any item 
with respect to a facility used in connec¬ 
tion with an entertainment activity un¬ 
less the taxpayer establishes that the 
facility W£s used primarily for the fur¬ 
therance ‘of his trade or business. A 
determination whether a facility was 
used primarily for the furtherance of 
the taxpayer’s trade or business will de¬ 
pend upon the facts and circumstances 
of each case. In order to establish that 
a facility was used primarily for the 
furtherance of his trade or business, the 
taxpayer shall maintain records of the 
use of the facility, the cost of using the 
facility, mileage or its equivalent (if ap¬ 
propriate) , and such other information 
as shall tend to establish such primary 
use. Such records of use shall con¬ 
tain— 

(a) For each use of the facility 
claimed to be in furtherance of the tax¬ 
payer’s trade or business, the elements 
of an expenditure specified in paragraph 
(b) of this section, and 


12933 

(b) For each use of the facility not in 
furtherance of the taxpayer’s trade or 
business, an appropriate description of 
such use, including cost, date, number 
of persons entertained, nature of enter¬ 
tainment and, if applicable, information 
such as mileage or its equivalent. A no¬ 
tation such as “personal use” or “family 
use” would, in the case of such use, be 
sufficient to describe the nature of enter¬ 
tainment. 

If a taxpayer fails to maintain adequate 
records concerning a facility which is 
likely to serve the personal purposes of 
the taxpayer, it shall be presumed that 
the use of such facility was primarily 
personal. 

(iv) Additional information. In a 
case where it is necessary to obtain addi¬ 
tional information, either— 

(a) To clarify information contained 
in records, statements, testimony, or 
documentary evidence submitted by a 
taxpayer under the provisions of para¬ 
graph (c) (2) or (c) (3) of this section, or 

(b) To establish the reliability or ac¬ 
curacy of such records, statements, testi¬ 
mony, or documentary evidence, the dis¬ 
trict director may, notwithstanding any 
other provision of this section, obtain 
such additional information as he de¬ 
termines necessary to properly imple¬ 
ment the provisions of section 274 and 
the regulations thereunder by personal 
interview or otherwise. 

(7) Specific exceptions. Except as 
otherwise prescribed by the Commis¬ 
sioner, substantiation otherwise required 
by this paragraph is not required for— 

(i) Expenses described in section 274 
(e) (2) relating to food and beverages for 
employees, section 274(e) (3) relating to 
expenses treated as compensation, sec¬ 
tion 274(e) (8) relating to items available 
to the public, and section 274(e) (9) re¬ 
lating to entertainment sold to custom¬ 
ers, and 

(ii) Expenses described in section 274 
(e) (5) relating to recreational, etc., ex¬ 
penses for employees, except that a tax¬ 
payer shall keep such records or other 
evidence as shall establish that such ex¬ 
penses were for activities (or facilities 
used in connection therewith) primarily 
for the benefit of employees other than 
employees who are officers, shareholders 
or other owners (as defined in section 
274(e)(5)), or highly compensafed em¬ 
ployees. 

(d) Disclosure on returns. The Com¬ 
missioner may, in his discretion, pre¬ 
scribe rules under which any taxpayer 
claiming a deduction for entertainment, 
gifts, or travel or any other person re¬ 
ceiving advances, reimbursements, or al¬ 
lowances for such items, shall make 
disclosure on his tax return with respect 
to such items. The provisions of this 
paragraph shall apply notwithstanding 
the provisions of paragraph (e) of this 
section. 

(e) Reporting and substantiation of 
expenses of certain employees for travel , 
entertainment, and gifts —(1) In general. 
The purpose of this paragraph is to pro¬ 
vide rules for reporting and substantia¬ 
tion of certain expenses paid or incurred 
by taxpayers in connection with the per¬ 
formance of services as employees. For 
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purposes of this paragraph, the term 
“business expenses” means ordinary and 
necessary expenses for travel, entertain¬ 
ment, or gifts which are deductible under 
section 162, and the regulations there¬ 
under, to the extent not disallowed by 
section 274(c). Thus, the term “busi¬ 
ness expenses” does not include personal, 
living or family expenses disallowed by 
section 262 or travel expenses disallowed 
by section 274(c), and advances, reim¬ 
bursements, or allowances for such ex¬ 
penditures must be reported as income 
by the employee. 

(2) Reporting of expenses for which 
the employee is required to make an ade¬ 
quate accounting to his employer —(i) 
Reimbursements equal to expenses. For 
purposes of computing tax liability, an 
employee need not report on his tax re¬ 
turn business expenses for travel, trans¬ 
portation, entertainment, gifts, and sim¬ 
ilar purposes, paid or incurred by him 
solely for the benefit of his employer for 
which he is required to, and does, make 
an adequate accounting to his employer 
(as defined in subparagraph (4) of this 
paragraph) and which are charged di¬ 
rectly or indirectly to the employer (for 
example, through credit cards) or for 
which the employee is paid through ad¬ 
vances, reimbursements, or otherwise, 
provided that the total amount of such 
advances, reimbursements, and charges 
is equal to such expenses. 

(ii) Reimbursements in excess of ex¬ 
penses. In case the total of the amounts 
charged directly or indirectly to the em¬ 
ployer or received from the employer as 
advances, reimbursements, or otherwise, 
exceeds the business expenses paid or in¬ 
curred by the employee and the employee 
is required to, and does, make an ade¬ 
quate accounting to his employer for such 
expenses, the employee must include such 
excess (including amounts received for 
expenditures not deductible by him) in 
income. 

(iii) Expense in excess of reimburse¬ 
ments. If an employee incurs deductible 
business expenses on behalf of his em¬ 
ployer which exceed the total of the 
amounts charged directly or indirectly 
to the employer and received from the 
employer as advances, reimbursements, 
or otherwise, and the employee wishes to 
claim a deduction for such excess, he 
mus£— 

(a) Submit a statement as part of his 
tax return showing all of the informa¬ 
tion required by subparagraph (3) of this 
paragraph, and, 

( b ) Maintain such records and sup¬ 
porting evidence as will substantiate each 
element of an expenditure (described in 
paragraph (b) of this section) in accord¬ 
ance with paragraph (c) of this section. 

(3) Reporting of expenses for which 
the employee is not required to make an 
adequate accounting to his employer. 
If the employee is not required to make 
an adequate accounting to his employer 
for his business expenses or, though re¬ 
quired, fails to make an adequate ac¬ 
counting for such expenses, he must sub¬ 
mit, as a part of his tax return, a state¬ 
ment showing the following information: 

(i) The total of all amounts received 
as advances or reimbursements from his 
employer, including amounts charged di¬ 


rectly or indirectly to the employer 
through credit cards or otherwise; and 

(ii) The nature of his occupation, the 
number of days away from home on 
business, and the total amount of busi¬ 
ness expenses paid or incurred by him 
(including those charged directly or in¬ 
directly to the employer through credit 
cards or otherwise) broken down into 
such categories as transportation, meals 
and lodging while away from home over¬ 
night, entertainment, gifts, and other 
business expenses. 

In addition, he must maintain such rec¬ 
ords and supporting evidence as will 
substantiate each element of an expendi¬ 
ture (described in paragraph (b) of this 
section > in accordance with paragraph 

(c) of this section. 

(4) Definition of an “adequate ac¬ 
counting” to the employer. For purposes 
of this paragraph an adequate account¬ 
ing means the submission to the employer 
of an account book, diary, statement of 
expense, or similar record maintained 
by the employee in which the information 
as to each element of an expenditure (de¬ 
scribed in paragraph (b) of this section) 
is recorded at or near the time of the 
expenditure, together with supporting 
documentary evidence, in a manner 
which conforms to all the “adequate rec¬ 
ords” requirements of paragraph (c) (2) 
of this section. An adequate accounting 
requires that the employee account for 
all amounts received from his employer 
during the taxable year as advances, 
reimbursements, or allowances (includ¬ 
ing those charged directly or indirectly 
to the employer through credit cards or 
otherwise) for travel, entertainment, 
and gifts. The methods of substantia¬ 
tion allowed under paragraph (c) (4) or 
(c) (5) of this section also will be con¬ 
sidered to be an adequate accounting if 
the employer accepts an employee’s sub¬ 
stantiation and establishes that such 
substantiation meets the requirements 
of such paragraph (c) (4) or (c) (5). 
For purposes of an adequate accounting 
the method of substantiation allowed 
under paragraph (c) (3) of this section 
will not be permitted. 

(5) Substantiation of expenditures by 
certain employees. An employee who 
makes an adequate accounting to his 
employer within the meaning of this 
paragraph will not again be required to 
substantiate such expense account in¬ 
formation except in the following cases: 

(i) An employee whose business ex¬ 
penses exceed the total of amounts 
charged to his employer and amounts 
received through advances, reimburse¬ 
ments or otherwise and who claims a 
deduction on his return for such ex¬ 
cess; 

(ii) An employee who is related to his 
employer within the meaning of section 
267(b) but for this purpose thq percent¬ 
age referred to in section 267(b) (2) shall 
be 10 percent; and 

(iii) Employees in cases where it is 
determined that the accounting pro¬ 
cedures used by the employer for the 
reporting and substantiation of expenses 
by such employees are not adequate, or 
where it cannot be determined that such 
procedures are adequate. The district 
director will determine whether the em- 


ployer’s accounting procedures are .h J 
quate by considering the facts and 
cumstances of each case, including 
use of proper internal controls p or ij m 
ample, an employer should require th ! 1 
an expense account must be verified a5 tt 
approved by a responsible person oft Jo 
than the person incurring such 
Accounting procedures will be consider 91 
inadequate to the extent that the eiJu 
ployer does not require an adequate aclw 
counting from his employees as define* cl 
in subparagraph (4) of this paragranJi 
or does not maintain such substantiate nl n 
To the extent an employer fails to mai n l a 
tain adequate accounting procedures hfl o 
will thereby obligate his employees Jc 
separately substantiate their expense acJo 
count information. I 

(f) Substantiation by reimbursemerMc 

arrangements or per diem, mileage, 
other traveling allowances . The Corner 
missioner may, in his discretion, p re Jr 
scribe rules under which— I 

(1) Reimbursement arrangements cov ] r 
ering ordinary and necessary expenses ofl s 
traveling away from home (exclusive oil s 
transportation expenses to and from des*| r 
tination), 

(2) Per diem allowances providing foi| t 

ordinary and necessary expenses oil r 
traveling away from home (exclusive ofl l 
transportation costs to and from desfl i 
tination), and I ( 

(3) Mileage allowances providing foil 

ordinary and necessary expenses of| t 
transportation while traveling away| J 
from home, I < 

will, if in accordance with reasonable]* 
business practice, be regarded as equiva*] ( 
lent to substantiation by adequate reefl 1 
ords or other sufficient evidence for pur*| 
poses of paragraph (c) of this section ofl * 
the amount of such traveling expense®! 
and as satisfying, with respect to thfl- 
amount of such traveling expenses, the| ! 
requirements of an adequate accounting]; 
to the employer for purposes of para*] 
graph (e) (4) of this section. If the total] 
travel allowance received exceeds the de*| 
ductible traveling expenses paid or in-] 
curred by the employee, such excess must] 
be reported as income on the employee’s] 
return. I 

(g) Reporting and substantiation o/l 
certain reimbursements of persons other I 
than employees —(1) In general. The* 
purpose of this paragraph is to provide* 
rules for the reporting and substantia- ■ 
tion of certain expenses for travel, en-fl 
tertainment, and gifts paid or incurred* 
by one person (hereinafter termed “in-* 
dependent contractor”) in connection* 
with services performed for another I 
person other than an employer (here-* 
inafter termed “client or customer”) ■ 
under a reimbursement or other expense ■ 
allowance arrangement with such client I 
or customer. For purposes of this para- I 
graph, the term “business expenses” I 
means ordinary and necessary expenses* 
for travel, entertainment, or gifts which! 
are deductible under section 162, and the* 
regulations thereunder, to the extent not! 
disallowed by section 274(c). Thus, the! 
term “business expenses” does not in-! 
elude personal, living or family expenses ! 
disallowed by section 262 or travel ex- 1 
penses disallowed by section 274(c), and! 
reimbursements for such expenditures! 
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Lust be reported as income by the in- 
rindent contractor. For purposes of 
arts paragraph, the term “reimburse¬ 
ments” means advances, allowances, or 
reimbursements received by an inde¬ 
pendent contractor for travel, enter¬ 
tainment, or gifts, in connection with the 
Performance by him of services for his 
Sent or customer, under a reimburse¬ 
ment or other expense allowance ar¬ 
rangement with his client or customer, 
and includes amounts charged directly 
or indirectly to the client or customer 
through credit card systems or 

otherwise. _ . _ , . 

(2) Substantiation by independent 
contractors. An independent contractor 
shall substantiate, with respect to his 
reimbursements, each element of an ex¬ 
penditure (described in paragraph (b) 
of this section) in accordance with the 
requirements of paragraph (c) of this 
section; and, to the extent he does not 
so substantiate, he shall include such 
reimbursements in income. An in¬ 
dependent contractor shall so substan¬ 
tiate a reimbursement for entertainment 
regardless of whether he accounts 
(within the meaning of subparagraph 
(3) of this paragraph) for such 
entertainment. 

(3) Accounting to a client or customer 
under section 274(e)(4)(B). Section 
274(e) (4) (B) provides that section 274 
(a) (relating to disallowance of expenses 
for entertainment) shall not apply to 
expenditures for entertainment for 
which an independent contractor has 
been reimbursed if the independent con¬ 
tractor accounts to his client or customer 
to the extent provided by section 274(d). 
For purposes of section 274(e)(4)(B), 
an independent contractor shall be con¬ 
sidered to account to his client or cus¬ 
tomer for an expense paid or incurred 
under a reimbursement or other expense 
allowance arrangement with his client 
or customer if, with respect to such ex¬ 
pense for entertainment, he submits to 
his client or customer adequate records 
or other sufficient evidence conforming 
to the requirements of paragraph (c) of 
this section. 

(4) Substantiation by client or cus¬ 


tomer. A client or customer shall not 
be required to substantiate, in accord¬ 
ance with the requirements of paragraph 
(c) of this section, reimbursements to an 
independent contractor for travel and 
Rifts, or for entertainment unless the 
independent contractor has accounted 
to him (within the meaning of section 
274(e) (4) (B) and subparagraph (3) of 
this paragraph) for such entertainment. 
If an independent contractor has so ac¬ 
counted to a client or customer for 
entertainment, the client or customer 
shall substantiate each element of the 
expenditure (as described in paragraph 
(b) of this section) in accordance with 
the requirements of paragraph (c) of 
this section. 

<h) Effective date. Section 274(d) 
and this section apply with respect to 
taxable years ending after December 31, 
!962, but only in respect of periods after 

such date. 
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Par. 2. The heading and paragraph 
(e) of § 1.162-17 are amended to read as 
follows : 

§ 1.162—17 Reporting and substantiation 
of certain business expenses of em¬ 
ployees. 

* * * * ♦ 

(e) Applicability —(1) Except as pro¬ 
vided in subparagraph (2) of this para¬ 
graph, the provisions of the regulations 
in this section are supplemental to ex¬ 
isting regulations relating to informa¬ 
tion required to be submitted with in¬ 
come tax returns, and shall be applicable 
with respect to taxable years beginning 
after December 31, 1957, notwithstand¬ 
ing any existing regulation to the 
contrary. 

(2) With respect to taxable years end¬ 
ing after December 31, 1962, but only in 
respect of periods after such date, the 
provisions of the regulations in this sec¬ 
tion are superseded by the regulations 
under section 274(d) to the extent incon¬ 
sistent therewith. See § 1.274-5. 

(Sec. 7805 of the Internal Revenue Code of 
1954 (68A Stat. 917; 26 U.S.C. 7805)) 

[seal] Mortimer M. Caplan, 
Commissioner of Internal Revenue. 

Approved: December 26, 1962. 

Stanley S. Surrey, 

Assistant Secretary 
of the Treasury. 

[P.R. Doc. 62-12867; Filed, Dec. 27, 1962; 

5:14 p.m.] 


Title 29—LABOR 

Chapter V—Wage and Hour Division, 
Department of Labor 

SUBCHAPTER B—STATEMENTS OF GENERAL 
POLICY OR INTERPRETATIONS NOT DIRECTLY 
RELATED TO REGULATIONS 

PART 779—THE FAIR LABOR STAND¬ 
ARDS ACT AS APPLIED TO RETAIL¬ 
ERS OF GOODS OR SERVICES 

Retail and Wholesale Distinguished 

Pursuant to the Fair Labor Standards 
Act of 1938 (29 U.S.C. 201), Reorganiza¬ 
tion Plan No. 6 of 1950 (3 CFR 1949-53 
Comp., p. 1004), and General Order No. 
45-A of the Secretary of Labor (15 F.R. 
3290), I hereby amend 29 CFR 779.327 
which discusses the distinction between 
retail and wholesale sales by adding a 
new paragraph (d) thereto. 

As this amendment concerns an inter¬ 
pretative rule, notice of proposed rule- 
making, opportunity for public partici¬ 
pation, and delay in effective date are 
not required by section 4 of the Ad¬ 
ministrative Procedure Act (5 U.S.C. 
1004). It shall become effective im¬ 
mediately. 

The new paragraph (d) of 29 CFR 
779.327 reads as follows: 

§ 779.327 Retail and wholesale distin¬ 
guished. 

* * * * * 

(d) Sales made pursuant to formal 
bid procedures, such as those utilized by 
the agencies of Federal, State and local 


governments and oftentimes by com¬ 
mercial and industrial concerns involv¬ 
ing the issuance by the buyer of a formal 
invitation to bid on certain merchandise 
for delivery in accordance with pre¬ 
scribed terms and specifications, are not 
recognized as retail sales. 

(52 Stat. 1060 as amended; 29 U.S.C. 201) 

Signed at Washington, D.C., this 20th 
day of December 1962. 

Clarence T. Lundquist, 

Administrator . 

[F.R. Doc. 62-12897; Filed, Dec. 28, 1962; 

8:51 a.m.] 


Title 32A—NATIONAL DEFENSE, 
APPENDIX 

Chapter I—Office of Emergency 
Planning 

[Defense Manpower Policy 4, Revised, 
Amdt. 1J 

DMP 4—PLACEMENT OF PROCURE¬ 
MENT AND FACILITIES IN AREAS OF 

PERSISTENT OR SUBSTANTIAL LA¬ 
BOR SURPLUS 

Implementation 

1. Defense Manpower Policy No. 4 
(Revised) (25 F.R. 5283), effective July 
6 , 1960, is hereby amended by revising 
Section 4(b)(4) tc read as follows: 

(b) All procurement agencies shall: 
* * * * * 

(4) In the event of tie-bids or offers 
on any procurement, award the contract 
to the firm which will perform a sub¬ 
stantial proportion of the contract in 
persistent or substantial labor surplus 
areas by incurring costs on account of 
production or manufacturing in such 
labor surplus areas (by itself or its first- 
tier subcontractors) that amount to a 
substantial proportion of the contract 
price, giving first preference, other 
things being equal, to the firm that will 
perform in persistent labor surplus areas. 

2. Effective date. This amendment 
shall take effect 90 days after publica¬ 
tion in the Federal Register. 

Edward A. McDermott, 

Director. 

[F.R. Doc. 62-12830; Filed, Dec. 28, 1962; 
8:45 a.m.] 


Title 41—PUBLIC CONTRACTS 

Chapter 1—Federal Procurement 
Regulations 

PART 1-17—-EXTRAORDINARY CON¬ 
TRACTUAL ACTIONS TO FACILITATE 
THE NATIONAL DEFENSE 

Chapter 1 of Title 41 is amended as set 
forth below: 

1. The part table of contents is 
amended by adding a reference to Part 
1-17 as follows: 

1-17 Extraordinary contractual actions to 
facilitate the national defense. 
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2. New Part 1-17 is added to read as 


follows: 


Sec. 

1-17.000 

Scope of part. 

Subpart 1-17.1— General 

1-17.101 

Authority. 

1-17.102 

General policy. 

1-17.103 

Types of actions. 

1-17.104 

Definitions. 

1-17.105 

Reports. 

Subpart 1—17.2— Requests for Contractual 
Adjustment 

1-17.200 

Scope of subpart. 

1-17.201 

[Reserved.] 

1-17.202 

[Reserved.] 

1-17.203 

[Reserved.] 

1-17.204 

Standards for deciding cases. 

1-17.204-1 

General. 

1-17.204—2 

Amendments without considera¬ 
tion. 

1-17.204-3 

Mistakes. 

1-17.204-4 

Informal commitments. 

1-17.205 

Limitations upon exercise of 
authority. 

1-17.205-1 

General limitations. 

1-17.205-2 

Additional limitations below sec¬ 
retarial level. 

1-17.206 

Contractual requirements. 

1-17.207 

Requests by contractors. 

1-17.207-1 

Piling requests. 

1-17.207-2 

Form of requests. 

1-17.207-3 

Preliminary record of requests. 

1-17.207-4 

Pacts and evidence. 

1-17.208 

Processing cases. 

1-17.208-1 

Investigation. 

1-17.208-2 

Interagency coordination. 

1-17.208-3 

Disposition. 

1-17.208-4 

Records. 

Subpart 1—17.3— Residual Powers 

1-17.300 

Scope of subpart. 

1-17.301 

Statutory limitation on delega¬ 
tion of authority. 

1-17.302 

Standards for using residual 
powers. 

1-17.303 

Procedures. 

1-17.304 

Records. 


Subpart 1—17.4 —Records of Requests and 
Dispositions 

1-17.400 Scope of subpart. 

1-17.401 Preliminary records. 

1-17.402 Pinal records. 

1—17.403 Sample format for preliminary 
and final records. 

Subpart 1—17.5 —Act and Executive Order 

1-17.500 Scope of subpart. 

1-17.501 The Act of August 28, 1958 (Pub¬ 
lic Law 85-804; 50 U.S.C. 1431- 
1435). 

1-17.502 Executive Order No. 10789 of No¬ 
vember 14,1958. 

Authority: §§ 1-17.000 to 1-17.502 issued 
under sec. 205(c), 63 Stat. 390; 40 U.S.C. 
486(c). Interpret or apply 72 Stat. 972; 50 
U.S.C. 1431-1435; E.O. 10789, 3 CFR, 1958 
Supp., pp. 72-74; E.O. 11051, 27 F.R. 9683. 

§ 1—17.000 Scope of part. 

As distinguished from the normal 
principles and procedures set forth in 
the other parts of the FPR, this part 
establishes uniform regulations for en¬ 
tering into and amending or modifying 
contracts to facilitate the national de¬ 
fense under the extraordinary, emer¬ 
gency authority granted by the Act of 
August 28, 1958, Public Law 85-804 (50 
U.S.C. 1431-1435) , set forth in § 1-17.501, 
hereinafter referred to in this Part 1-17 
as “the Act," and Executive Order No. 
10789 of November 14, 1958 (3 CFR, 1958 
Supp., pp. 72-74) , as amended by Execu¬ 
tive Order No. 11051 of October 2, 1962, 


set forth in § 1-17.502, hereinafter re¬ 
ferred to in this Part 1-17 as “the Execu¬ 
tive Order.” 

Subpart 1-17.1—General 

§ 1—17.101 Authority. 

(a) The Act empowers the President 
to authorize departments and agencies 
exercising functions in connection with 
the national defense to enter into con¬ 
tracts or into amendments or modifica¬ 
tions of contracts and to make advance 
payments, without regard to other pro¬ 
visions of law relating to the making, 
performance, amendment, or modifica¬ 
tion of contracts, whenever he deems 
that such action would facilitate the 
national defense. (Similar authority 
was formerly contained in Title II of the 
First War Powers Act, 1941, which, as 
extended, expired June 30, 1958.) 

(b) The Executive Order authorizes 
the head of each agency named therein 
to delegate the authority conferred upon 
him thereby to any other officials within 
his agency, and to confer on any such 
officials the power to make further dele¬ 
gations of such authority within their 
respective organizations. However, under 
the Act and the Executive Order, author¬ 
ity to approve actions obligating the 
United States in an amount in excess of 
$50,000 may not be delegated below the 
secretarial level, as defined in § 1-17.104 
(b). 

§ 1—17.102 General policy. 

(a) Authority conferred by the Act 
shall be delegated in a manner which 
will best serve the interests of the na¬ 
tional defense and, at the same time, re¬ 
tain control over the exercise of the au¬ 
thority at a level within the agency which 
is high enough to insure uniformity of 
action. 

(b) The authority conferred by the 
Act shall not be utilized so as to en¬ 
courage carelessness and laxity on the 
part of persons engaged in the defense 
effort nor be relied upon where other 
adequate legal authority exists. 

(c) The actions authorized under the 
Act shall be processed as expeditiously as 
practicable consistent with the care, re¬ 
straint, and exercise of sound judgment, 
appropriate to such extraordinary au¬ 
thority. 

§ 1—17.103 Types of actions. 

The following three types of actions 
may be taken by or pursuant to the di¬ 
rection of an approving authority under 
the Act; 

(a) Contractual adjustments such as 
amendments without consideration, cor¬ 
rection of mistakes, and formalization of 
informal commitments (see Subpart 
1-17.2). 

(b) Making advance payments (to be 
made pursuant to agency procedures). 

(c) Exercise of “residual powers,” 
which refers to all other authority under 
the Act (see Subpart 1-17.3). 

§ 1—17.104 Definitions. 

As used in this Part 1-17, the following 
terms have the meanings set forth: 

(a) “Approving authority” means an 
official or a contract adjustment board 
having authority to approve actions un¬ 


ap-l 


der the Act. This authority is diJ 
tinguished from authority to take a 
propriate contractual action pursuant 
such approval. 

(b) “Secretarial level” means an 
cial at or above the level of an assistant! 
head of an agency or his deputy, and a 1 
contract adjustment board. 

(c) “Defense contract” means 
agreement of any kind (whether in the 
form of a letter of intent, purchase order 
or otherwise) for property or services’ 
necessary, appropriate, or convenient for 
the national defense. 




§ 1—17.105 Reports. 


(a) The Act and the Executive Order 
provide that each agency shall, by 
March 15 of each year, submit to the 
Congress a report of all actions taken 
within the agency under the authority of 
the Act during the preceding calendar 
year. 

(b) The report shall show the infor¬ 
mation set forth in (1) below for all ac¬ 
tions approved, and in (2) below for all 
actions denied. In addition, for each 
approved action which involves actual or 
potential cost to the Government in ex¬ 
cess of $50,000, the report shall show; 
name of contractor, actual cost or esti¬ 
mated potential cost, description of prop¬ 
erty or services involved, and a statement 
of the circumstances justifying the 
action. 

(1) For actions approved; 

(i) The total number of actions, 
total dollar amount requested, and total 
dollar amount approved; and 

(ii) By type of action (amend¬ 
ments without consideration, correction 
of mistakes, formalization of informal 
commitments, and such other actions as 
appropriate), the number of actions, dol¬ 
lar amount requested, and dollar amount 
approved. 

(2) For actions denied : 

(i) The total number of actions 
and total dollar amount requested; and 

(ii) By type of action, the number 
of actions and dollar amount requested. 

(c) The report should omit any infor¬ 
mation which is classified “Confidential” 
or higher. 

(d) A report is not required if no ac¬ 
tion (either approving or denying relief) 
was taken under the authority during 
the year. 


Subpart 1-17.2—Requests for 
Contractual Adjustment 


§ 1-17.201 
§ 1-17.202 
§ 1-17.203 
§ 1-17.204 
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§ 1—17.200 Scope of subpart. 

This subpart sets forth standards and 
procedures for the'disposition of requests 
for contractual adjustment under the 
Act. 


[Reserved] 

[Reserved] 

[Reserved] 

Standards for deciding 


§ 1-17.204-1 General. 

The mere fact that losses occur under 
a defense contract is not, by itself, a suf¬ 
ficient basis for the exercise of the au¬ 
thority conferred by the Act. Whether, 
in a particular case, appropriate action 
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h as amendment without considera- 
Fr correction of a mistake or ambiguity 
fe contract, or formalization of an in- 
Ifnrmal commitment, will facilitate the 
Snal defense is a matter of sound 
ferment to be made on the basis of all 
I hp facts of such case. Although it is ob- 
1 wsly impossible to predict or enumer- 

a n the types of cases with respect 
to which action may be appropriate, ex- 
Uples of certain cases or types of cases 
where action may be proper are set forth 
\l §§ 1-17.204-2 through 1-17.204-4. 
Even if all of the factors contained in 
any of the examples are present, other 
factors or considerations in a particular 
case may warrant denial of the request. 
These examples are not intended to ex¬ 
clude other cases where an approving 
authority determines that the circum- 
| stances warrant action. 

§ 1-17.204—2 Amendments without con¬ 
sideration. 

i (a) Where an actual or threatened 
loss under a defense contract, however 
caused, will impair the productive ability 
of a contractor whose continued per¬ 
formance on any defense contract or 
whose continued operation as a source 
of supply is found to be essential to the 
national defense, the contract may be 
adjusted but only to the extent necessary 
to avoid such an impairment of the con¬ 
tractor’s productive ability. 

(b) Where a contractor suffers a loss 
(not merely a diminution of anticipated 
profits) on a defense contract as a result 
of Government action, the character of 
the Government action will generally 
determine whether any adjustment in 
the contract will be made and its extent. 
Where the Government action is directed 
primarily at the contractor and is taken 
by the Government in its capacity as the 
other contracting party, the contract 
may be adjusted if fairness so requires; 
thus, where such Government action, 
although not creating any liability on 
its part, increases the cost of perform- 
) ance, considerations of fairness may 
make appropriate some adjustment of 
the contract. 

§ 1-17.204-3 Mistakes. 

(a) A defense contract may be 
amended or modified to correct or miti¬ 
gate the effect of a mistake. The follow¬ 
ing are examples; 

(1) A mistake or ambiguity which 
consists of the failure to express, or to 
express clearly, in a written contract the 
agreement as both parties understood it. 

(2) A mistake on the part of the con¬ 
tractor which is so obvious that it was 
or should have been apparent to the 
contracting officer. 

(3) A mutual mistake as to a ma¬ 
terial fact. 

(b) Amending defense contracts to 
correct mistakes with the least possible 
delay normally will facilitate the na¬ 
tional defense by expediting the procure¬ 
ment program and by giving contractors 
proper assurance that such mistakes will 
he corrected expeditiously and fairly. 

§1-17.204-4 Inf omial commitments. 

Informal commitments may be formal¬ 
ized under certain circumstances to 
Permit payment to persons who have 


taken action without a formal defense 
contract; for example, where any person, 
pursuant to written or oral instructions 
from an official of an agency and relying 
in good faith upon the apparent au¬ 
thority of the official to issue such in¬ 
structions, has arranged to furnish or has 
furnished property or services to the 
agency or to a defense contractor or sub¬ 
contractor without formal contractual 
coverage for such property or services. 
Formalization of commitments under 
such circumstances normally will facili¬ 
tate the national defense by assuring 
such persons that they will be treated 
fairly and paid expeditiously. 

§ 1—17.205 Limitations upon exercise of 

authority. 

§ 1—17.205—1 General limitations. 

(a) The Act is not authority for: 

(1) The use of the cost-plus-a- 
percentage-of-cost system of con¬ 
tracting; 

(2) The making of any contract in 
violation of existing law relating to limi¬ 
tation of profit or fees; 

(3) The negotiation of purchases of 
or contracts for property or services re¬ 
quired by law to be procured by formal 
advertising and competitive bidding; or 

(4) The waiver of any bid, payment, 
performance or other bond required by 
law. 

(b) No contracts, amendments, or 
modifications shall be entered into under 
authority of the Act; 

(1) Unless a finding is made that 
the action will facilitate the national 
defense; 

(2) Unless other legal authority 
within the agency concerned is deemed 
to be lacking or inadequate; and 

(3) Except within the limits of the 
amounts appropriated and the statutory 
contract authorization. 

(c) No contract shall be amended or 
modified: 

(1) Unless the request therefor has 
been filed before all obligations (includ¬ 
ing final payment) under the contract 
have been discharged; and 

(2) If the contract was negotiated 
under section 302(c) (14) of the Federal 
Property and Administrative Services 
Act of 1949 (41 U.S.C. 252(c) (14)) or 
under 10 U.S.C. 2304(a) (15), to increase 
the contract price to an amount higher 
than the lowest rejected bid of any re¬ 
sponsible bidder. 

(d) No informal commitment shall 
be formalized: 

(1) Unless a request for payment 
has been filed within six months after 
arranging to furnish or furnishing prop¬ 
erty or services in reliance upon the 
commitment; and 

(2) Unless it is found that at the 
time the commitment was made it was 
impracticable to use normal procure¬ 
ment procedures. 

§ 1—17.205—2 Additional limitations be¬ 
low secretarial level. 

The exercise of authority by officials 
below the secretarial level shall be sub¬ 
ject to the following additional 
limitations: 

(a) The action shall not deal with or 
directly affect any matter which has 


been submitted to the General Account¬ 
ing Office. 

(b) The action shall not obligate the 
Government in an amount in excess of 
$50,000. 

(c) The action shall not release a con¬ 
tractor from performance of an 
obligation— 

(1) Priced in excess of $50,000; or 

(2) Where reprocurement is con¬ 
templated, unless the approving author¬ 
ity finds that the estimated actual or 
potential increase in cost to the Govern¬ 
ment will not exceed $50,000. 

(d) The action shall not involve the 
disposal of Government surplus property. 

(e) Mistakes shall not be corrected by 
action obligating the Government in an 
amount in excess of $500 unless notice of 
the mistake was given to the contracting 
officer before completion of the contrac¬ 
tor’s work or the effective date of con¬ 
tract termination. 

(f) The correction of a contract be¬ 
cause of a mistake in its making shall not 
result in increasing the original contract 
price above the next lowest responsive 
bid of a responsible bidder in the case of 
a formally advertised procurement, or 
the amount of the next lowest responsive 
proposal (at the time of award) of a 
responsible offeror considered in the 
case of a negotiated procurement. 

§ 1—17.206 Contractual requirements. 

Every contract entered into or amend¬ 
ed or modified pursuant to this Part 1-17 
shall contain: 

(a) A citation of the Act and the Ex¬ 
ecutive Order; 

(b) A brief statement of the circum¬ 
stances justifying the action; 

(c) A recital of the finding that the 
action will facilitate the national de¬ 
fense; 

(d) The contract clause entitled 
“Covenant Against Contingent Fees,’ , 
as set forth in § 1-1.503; 

(e) A contract clause in accordance 
with the examination of records require¬ 
ments of section 3(b) of the Act (for 
fixed-price type contracts, the clause set 
forth in §1-7.101-10), unless (1) the 
contract is for purchases authorized to 
be made outside the United States under 
the Foreign Assistance Act of 1961, and 
(2) pursuant to Executive Order No. 
10784 of October 1, 1958 (3 CFR, 1958 
Supp., p. 69), as amended by Executive 
Order No. 10845 of October 12, 1959 (3 
CFR, 1959 Supp., p. 133), it is deter¬ 
mined by the agency that inclusion of 
such clause or compliance therewith (if 
included) would be impracticable; 

(f) The contract clause entitled “Non¬ 
discrimination in Employment,” as set 
forth in § 1-7.101-18, where the clause 
is applicable under the rules and regu¬ 
lations of the President’s Committee on 
Equal Employment Opportunity issued 
pursuant to Executive Order No. 10925 
of March 6, 1961 (3 CFR, 1961 Supp., 
pp. 86-92); 

(g) The contract clause entitled “As¬ 
signment of Claims,” as set forth in 
§ 1—7.101—8; 

(h) If otherwise applicable, the con¬ 
tract clause entitled “Walsh-Healey 
Public Contracts Act,” as set forth in 
§ 1-12.604; the contract clauses entitled 
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“Davis-Bacon Act” and “Copeland (Anti- 
Kickback) Act—Nonrebate of Wages,” 
as set forth in Standard Form 19A (see 
§ 1-16.901-19A); and the contract clause 
entitled “Work Hours Act of 1962— 
Overtime Compensation,” as provided in 
FPR Notice No. 3, dated September 20, 
1962. 

(i) Where an indemnification agree¬ 
ment is authorized under the Act, a con¬ 
tract clause providing that the Govern¬ 
ment’s obligation under the agreement 
is expressly conditioned upon and sub¬ 
ject to the availability of appropriated 
funds from which payment can be made; 
and 

(j) Any other clauses which are ap¬ 
propriate to the particular procurement 
or required by law or regulation. 

§ 1—17.207 Requests by contractors. 

§ 1—17.207—1 Filing requests. 

Any person seeking an adjustment un¬ 
der the standards set forth in § 1-17.204 
(hereinafter referred to in this subpart 
as the “contractor”) may file a request 
in duplicate with the cognizant contract¬ 
ing officer or his duly authorized repre¬ 
sentative. If such filing is impracti¬ 
cable, requests will be deemed to be 
properly filed if filed with the agency 
head. 

§ 1—17.2Q7—2 Form of requests. 

The contractor’s request shall nor¬ 
mally consist of a letter to the contract¬ 
ing officer stating: 

(a) The precise adjustment requested; 

(b) The essential facts summarized in 
chronological narrative form; 

(c) The contractor’s conclusions based 
on such facts and showing, in terms of 
the standards set forth in § 1-17.204, 
why the contractor considers himself en¬ 
titled to the adjustment requested; 

(d) Whether all obligations have been 
discharged under the contracts in¬ 
volved; 

(e) Whether final payment has been 
made under the contracts involved; 

(f) Whether any proceeds from the 
request will be subject to any assign¬ 
ment or other transfer, and to whom; 
and 

(g) Whether the contractor has sought 
the same, or a similar or related, adjust¬ 
ment from the General Accounting Of¬ 
fice or any other part of the Government, 
or anticipates doing so. 

§ 1—17.207—3 Preliminary record of re¬ 
quests. 

At the time the contractor’s request is 
filed, a preliminary record thereof, as 
described in Subpart 1-17.4, shall be 
prepared. 

§ 1—17.207—4 Facts and evidence. 

(a) General. The contracting officer 
or an approving authority shall, where 
considered appropriate, request the con¬ 
tractor to furnish additional facts and 
evidence, as described in this paragraph 
(a), and, in addition, where applicable, 
as described in (b), (c), (d), or (e) of 
this § 1-17.207-4. (In complying with 
such requests, the contractor may also 
submit other statements and evidence 
which he may consider helpful to the 
case.) : 


(1) If written contracts are in¬ 
volved, a brief description of the con¬ 
tracts, indicating the dates of execution 
and amendments thereto, the items be¬ 
ing procured, the price or prices and 
delivery schedules and revisions thereof, 
and such other special contractual pro¬ 
visions as may be relevant to the 
request ; 

(2) A history of performance indi¬ 
cating when work under the contracts 
or commitments was begun, the progress 
made to the present, an exact statement 
of the contractor’s remaining obliga¬ 
tions, and the contractor’s expectations 
regarding completion thereof; 

(3) A statement of payments re¬ 
ceived, payments due, and payments yet 
to be received or to become due, in¬ 
cluding advance and progress payments, 
and amounts withheld by the Govern¬ 
ment, and information as to other 
obligations of the Government, if any, 
which are yet to be performed under 
the contract; 

(4) A statement giving a detailed 
analysis of the monetary elements of 
the request including precisely how the 
actual or estimated dollar amount of the 
request was arrived at, the effect of ap¬ 
proval or denial on the contractor’s 
profits before Federal income taxes, and 
whether the costs for which reimburse¬ 
ment is requested have been included as 
a part of his gross costs in statutory re¬ 
negotiation proceedings, together with 
the contractor's renegotiation status for 
the relevant years; 

(5) If a written contract is involved, 
a statement of the contractor’s under¬ 
standing of why the subject matter of 
the request cannot now, and could not 
at the time it arose, be disposed of under 
the terms of the contract itself; 

(6) The best evidence available to 
the contractor in support of any facts al¬ 
leged by the contractor, including con¬ 
temporaneous memoranda, correspond¬ 
ence, affidavits, and any other material 
tending to establish matters of fact; 

(7) Relevant financial statements, 
cost analyses, or other such data, pref¬ 
erably certified by a certified public ac¬ 
countant, including such additional fi¬ 
nancial data as are necessary to explain 
fully and to support the monetary ele¬ 
ments of the request for adjustment; 

(8) A list of persons (within the 
agency, in the employ of the contractor, 
or otherwise connected with the con¬ 
tract) who have some factual knowledge 
of the subject matter, including where 
possible the name, office or title, address, 
and telephone number of each such 
person ; 

(9) A statement and evidence of 
steps taken to mitigate loss and reduce 
claims to a minimum; and 

(10) Such other statements or evi¬ 
dence as may be requested by the con¬ 
tracting officer. 

(b) Amendments without considera¬ 
tion under § 1-17.204-2 (a). In addition 
to the facts and evidence listed in § 1- 
17.207-4(a), where a request involves 
possible amendment without considera¬ 
tion and essentiality to the national de¬ 
fense is a factor, the contractor shall be 
asked to furnish such of the following 
as is deemed appropriate to the request: 


(1) A statement and evidence nf tiJ 

contractor’s original breakdown of «« I 
mated costs, including contingency »1 
lowances and profit; 1-1 

(2) A statement and evidence of 

contractor’s present estimate of total 
costs under the contracts involved if7n 
abled to complete them, broken down 
between costs accrued to date of reauest 
and run-out costs, and as between cost 
for which the contractor has made oav. 
ment and those for which he is indebtpri 
at the time of the request ; d 

( 3 ) A statement and evidence of the 
contractor’s estimate of the final con 
tract price of the contracts involved 
giving effect to all escalation, changes 
extras, and the like, known or contem ’ 
plated by the contractor; 

(4) A statement of any claims 
known or contemplated by the contrac¬ 
tor against the Government involving 
the contracts in question, other than 
those stated in response to § 1-17 207 
4(b)(3); 

(5) An estimate of the contractor’s 
total profit or loss under the contracts 
involved if enabled to complete at the 
estimated final contract price (see 
§ 1—17.207—4(b) (3)), broken down be¬ 
tween profit or loss to date and run-out 
profit or loss ; 

(6) An estimate of the contractor’s 
total profits or losses from other Govern¬ 
ment business, and all other sources, 
during the period from the date of the 
first contract involved to the estimated 
date of completion of all the contracts 
involved; 

(7) A statement of the amount of 
any tax refunds and an estimate of 
those anticipated during or for the 
period from the date of the first con¬ 
tract involved through the estimated 
completion date of all the contracts 
involved; 

(8) A statement in detail as to ef¬ 
forts the contractor has made to obtain 
funds from commercial sources to en¬ 
able him to complete performance of the 
contracts involved; 

(9) A statement of the minimum 
amount necessary as an amendment 
without consideration to enable the con¬ 
tractor to complete performance of the 
contracts involved, and the detailed basis 
for that amount; 

(10) An estimate of the time re¬ 
quired to complete each contract if the 
request is granted; 

(11) A statement of the factors 
which have caused the loss under the 
contracts involved; 

(12) A statement as to the course of 
events anticipated if the request is 
denied; 

(13) Balance sheets, preferably 
certified by a certified public account¬ 
ant, (i) as of the end of the contractor’s 
fiscal year first preceding the date of the 
first contract, (ii) as of the end of each 
subsequent fiscal year, (iii) as of the date 
of the request, and (iv) projected as of 
the date of completion of all the con¬ 
tracts involved assuming the contractor 
is enabled to complete the contracts at 
the final prices estimated pursuant to 
§ l-17.207-4(b)(3), together with in¬ 
come statements for annual periods sub¬ 
sequent to the date of the first balance 
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«hpet Balance sheets and income state¬ 
ments should be both consolidated and 
to affiliates, and should show all trans¬ 
itions between the contractor and his 
affiliates stockholders, and partners, in- 
Xing loans to the contractor guar¬ 
anteed by any stockholder or partner; 

&nd (14) A list of all salaries, bonuses, and 
all other forms of compensation of the 
nrincipal officers or partners and of all 
dividends and other withdrawals, and 
all payments to stockholders in any form 
since the date of the first contract 
involved. 

(c) Amendments without considera¬ 
tion under § 1-17.204-2 (b) . In addition 
to the facts and evidence listed in 
§ 1-17.207-4 (a) , where a request involves 
possible amendment without considera¬ 
tion because of Government action, and 
essentiality to the national defense is not 
a factor, the contractor shall be asked 
to furnish such of the following as is 
deemed appropriate to the request: 

(1) A clear statement of the precise 
Government action which the contractor 
considers caused a loss under the con¬ 
tract, with evidence to support each es¬ 
sential fact; 

(2) A statement and evidence of the 
contractor’s original breakdown of esti¬ 
mated costs, including contingency 
allowances, and profit; 

(3) The estimated total loss suf¬ 
fered under the contract, with detailed 
supporting analysis; and 

(4) The estimated loss resulting 
from the Government action, with de¬ 
tailed supporting analysis. 

(d) Correction of mistakes under 
§ 1-17.204-3. In addition to the facts 
and evidence listed in § 1-17.207-4(a), 
where a request involves possible correc¬ 
tion of a mistake, the contractor shall 
be asked to furnish such of the following 
as is deemed appropriate to the request: 

(1) A statement and evidence of the 
precise mistake or error that was made, 
the ambiguity that exists, or the mis¬ 
understanding that arose, showing of 
what it consisted and how it occurred, 
and the intention of the parties; 

(2) A statement explaining when 
the mistake was discovered, when notice 
of mistake was given to the contracting 
officer, and whether given before comple¬ 
tion of work under, or the effective date 
of termination of, the contract; 

(3) An estimate of loss or profit un¬ 
der the contract with detailed support¬ 
ing analysis; and 

(4) An estimate of the increase in 
cost to the Government resulting from 
the adjustment requested, with detailed 
supporting analysis. 

(e) Formalization of informal com¬ 
mitments under § 1-17.204-4. In addi¬ 
tion to the facts and evidence listed in 
§ l-17.207-4(a) , where a request involves 
possible formalization of an informal 
commitment, the contractor shall be 
asked to furnish such of the following 
as is deemed appropriate to the request: 

(1) Copies of any written instruc¬ 
tions or assurances, or a statement under 
oath as to any oral instructions or as¬ 
surances made to the contractor, with 


identification of the Government official 
making such statement; 

(2) A statement as to when the 
property or services were furnished or 
arranged to be furnished, and to whom; 

(3) Evidence that the contractor re¬ 
lied upon the instructions or assurances, 
with a full description of the circum¬ 
stances which led him so to rely, and 
that the contractor intended, at the 
time of performing the work, to be com¬ 
pensated directly for it by the Govern¬ 
ment and did not anticipate recovery of 
the costs in some other way; 

(4) A cost breakdown supporting 
the amount claimed as a fair compensa¬ 
tion for the work performed; and 

(5) A statement and evidence of 
why it was impracticable to provide for 
the work performed in an appropriate 
contractual instrument. 

§ 1-17.208 Processing cases. 

All cases shall be processed in accord¬ 
ance with the general policy set forth 
in § 1-17.102(c). 

§ 1—17.208—1 Investigation. 

A thorough investigation shall be made 
of all facts and issues relevant to each 
case. Facts and evidence shall be ob¬ 
tained from contractor and Government 
personnel, and shall include signed 
statements of material facts within the 
knowledge of individuals where docu¬ 
mentary evidence is lacking, and audits 
where considered necessary to establish 
financial or cost facts. 

§ 1—17.208—2 Interagency coordination. 

Where a case involves matters of in¬ 
terest to more than one agency of the 
Government, such agencies should main¬ 
tain liaison with each other for the pur¬ 
pose of determining whether joint action 
may be taken under the circumstances. 

§ 1-17.208-3 Disposition. 

(a) In each case, the approving au¬ 
thority (if a contract adjustment board, 
the Chairman), whether approving or 
denying the request, shall sign a Memo¬ 
randum of Decision which shall be dated 
and shall contain the following: 

(1) The name and address of the 
contractor, the contract identification, 
and the nature of the request; 

(2) The decision reached and the 
actual cost or estimated potential cost, 
if any, of the decision; 

(3) A concise description of the 
property or services involved; 

(4) A statement of the circum¬ 
stances justifying the decision; 

(5) If some adjustment action is 
approved, a statement in substantially 
the following form: “I find that the ac¬ 
tion authorized herein will facilitate the 
national defense.” 

(b) Where the Memorandum of De¬ 
cision contains information which is 
classified ‘‘Confidential” or higher, such 
information shall be identified in the 
Memorandum. In lieu of including 
classified information in the Memoran¬ 
dum, such information may be set forth 
in a separate classified document which 
is referenced in the Memorandum. 


§ 1-17.208-4 Records. 

The following shall be retained in the 
agency files with respect to each request 
processed: 

(a) The Memorandum of Decision re¬ 
quired in § 1-17.208-3; 

(b) The contractor’s request; 

(c) Memoranda, correspondence, affi¬ 
davits, statements, and all other docu¬ 
ments containing information acquired 
in connection with the request; 

(d) A copy of the contractual docu¬ 
ment implementing any approved con¬ 
tractual action; and 

(e) The final record prepared in ac¬ 
cordance with § 1-17.402. 

Subpart 1—17.3—Residual Powers 

§ 1—17.300 Scope of subpart. 

This subpart prescribes the standards 
and procedures for the exercise of resid¬ 
ual powers under the Act. The term 
“residual powers” as used in this subpart 
includes all the authority under the Act 
except that which is covered by Subpart 
1-17.2 and the authority to make ad¬ 
vance payments. 

§ 1—17.301 Statutory limitation on dele¬ 
gation of authority. 

Authority to approve actions obligating 
the United States in an amount in excess 
of $50,000 under the residual powers of 
the Act shall not be delegated below the 
secretarial level. 

§ 1-17.302 Standards for using residual 
powers. 

Subject to the limitations contained in 
§ 1-17.205-1, the residual powers may be 
used in accordance with the policies set 
forth in § 1-17.102 where such use is \ 
deemed necessary and appropriate. 

§ 1—17.303 Procedures. 

(a) With respect to each proposal for 
the exercise of residual powers, the ap¬ 
proving authority shall sign a memoran¬ 
dum containing information substan¬ 
tially as set forth in § 1-17.208-3. 

(b) Every contract entered into or 
amended or modified under the residual 
powers shall comply with the provisions 
of § 1-17.206. 

§ 1—17.304 Records. 

A copy of each memorandum required 
by § 1-17.303(a) shall be retained in the 
agency files. 

Subpart 1-17.4—Records of Requests 
and Dispositions 

§ 1-17.400 Scope of subpart. 

In order that adequate records of ac¬ 
tions taken pursuant to the Act may 
be maintained, § 1-17.207-3 requires the 
preparation of a preliminary record 
when each request is filed for any adjust¬ 
ment under the standards set forth in 
§ 1-17.204, and § 1-17.208-4 requires the 
preparation of a final record indicating 
the disposition of the request. This sub¬ 
part describes in detail the information 
which should be included in these rec- j 
ords. A suggested format for the rec- j 
ords is shown in § 1-17.403. It is designed j 
so that the information required for the ] 
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preliminary and final record with re¬ 
spect to each request may be combined 
on the same form. 

§1—17.401 Preliminary records. 

Each preliminary record prepared 
pursuant to § 1-17.207-3 should con¬ 
tain the following information: 

(a) Type of record. The fact that 
the record is a preliminary record should 
be indicated. 

(b) Date of contractor's request. The 
date on the face of the contractor’s re¬ 
quest for adjustment should be inserted. 

(c) Date received by Government. 
The date the request for adjustment is 
received in any Government office to 
which the contractor may properly sub¬ 
mit his request should be inserted. 

(d) Name and address of contractor. 
The full and correct name and address 
of the contractor filing the request 
should be inserted. If the contractor 
is a small business, this fact should be 
indicated. 

(e) Name and address of contractor's 
representative, if any. If a particular 
named person (employee, attorney, etc.) 
is the point of contact with the contrac¬ 
tor, his full name and address should be 
inserted. 

(f) Cognizant contracting officer or 
office. The contracting officer adminis¬ 
tering the contract for which an adjust¬ 
ment was requested or, if none, the con¬ 
tracting officer or office cognizant of the 
request should be inserted. 

(g) Procuring activity. The name of 
the procuring activity with jurisdiction 
over the contracting officer or office re¬ 
ferred to in (f) above should be inserted. 

(h) Property or service involved. A 
brief description of the item being pro¬ 
cured or services being rendered should 
be inserted. 

(i) Extent of performance as of date 
of request. A brief indication, as of the 
date of the request, of the degree of 
completion of the contract should be in¬ 
serted; for example, 50 percent com¬ 
pleted, or performance not yet begun. 
If work is completed, indicate date of 
completion and whether final payment 
has been made. 

(j) Contract number and date. The 
identifying numbers and dates of the 
contracts for which an adjustment is 
requested should be inserted. If there 
is no contract, then the word “None” 
should be inserted. If the question 
arises under a letter of intent, then that 
fact and the date of such letter should 
be inserted. 

(k) Advertised or negotiated. 
Whether the contract was entered into 
pursuant to advertising or negotiation 
should be indicated. If negotiated, the 
specific authority should be indicated, 
e.g., “Neg. 302(c) (14) of FPAS Act” 
(Federal Property and Administrative 
Services Act of 1949). 

(l) Type of contract. The type of 
contract involved (see Subpart 1-3.4) 
should be inserted, e.g., “FFP” (firm 
fixed price), “CPFF” (cost-plus-a-fixed- 
fee), or “T&M” (time and materials). 

(m) Category of case. Whether the 
request involves an amendment without 
consideration, a mistake, or an informal 
commitment should be indicated. If 
the case involves two or more categories, 


each should be indicated; however, the 
most significant category involved should 
be listed first. 

(n) Amount or description of request. 
If the request is expressed in dollars, as 
a change in price, then that fact should 
be inserted as follows: “$5,250 increase” 
or “$5,250 decrease.” If the request 
seeks an adjustment which cannot be 
expressed in monetary terms, then some 
brief description of it should be inserted, 
such as “Cancellation” or “Modification 
of Terms.” The fact that an adjustment 
is not easily expressed in dollar terms 
should not deter an estimate if such an 
estimate is made by the contractor in his 
request. 

(o) Date this record signed. The date 
on which the record is signed should be 
inserted. 

(p) Signature. The record should be 
signed by an authorized representative 
of the reporting authority. 

§ 1—17.402 Final records. 

Each final record prepared pursuant 
to § 1-17.208-4 should contain the infor¬ 
mation listed in (b) through (p) of 
§ 1-17.401 and, in addition, should con¬ 
tain the following information: 

(a) Type of record. The fact that the 
record is a final record should be 
indicated. 


(b) Action below secretarial level 
The disposition of the case, the office 
which took action, and the date thereof 
should be inserted. The disposition 
should be indicated as: “withdrawn” 
“denied,” “approved,” or “forwarded” 
If the request was approved in whole or 
in part, the dollar amount or nature of 
the action should be indicated in a man¬ 
ner similar to that described in § I- 17.401 
(m). Where the request is denied or 
approved, the date should correspond to 
the date of the Memorandum of Deci¬ 
sion issued in accordance with 
§ 1-17.208-3. 

(c) Action at secretarial level. The 
disposition of the case at secretarial level 
and the date thereof should be indicated 
in a manner similar to that described 
in § l-17.402(b). 

(d) Implementation and date. The 
nature of the contractual document or 
correspondence which implements the 
decision of the approving authority 
should be indicated as follows: “amend¬ 
ment,” “new contract,” or “letter of 
denial.” 

§ 1-17.403 Sample formal for prelim¬ 
inary and final records. 

The following is a suggested format for 
the preliminary and final records de¬ 
scribed in §§ 1-17.401 and 1-17.402: 


□ PRELIMINARY 

DATE OF REQUEST 

RECORD OF 

REQUEST FOR ADJUSTMENT 

PUBLIC LAW 85-804 

□ FINAL 

OATE RECEIVED BY GOVERN* 
MENT 

CONTRACTOR'S NAME AND ADDRESS 

( SMALL BUSINESS 

name and address of contractor's representative, if any 

COGNIZANT CONTRACTING OFFICER OR OFFICE 

PROCURING ACTIVITY 

PROPERTY OR SERVICE INVOLVED 

EXTENT OF PERFORMANCE AS OF DATE OF REQUEST 

CONTRACT NUMBER 

DATE 

AOYERTISK^ QD'VlEGOTt JVEQ 

TYPE OF CONTRACT 

CATEGORY OF CASE { 0O\ 

4MJXpRfPTl°N OF REQUEST 

ACTION BELOW SECRETARIAL V/^sA S \^> 

OATE 

ACTION-AT SECRETARIAL LEVEL UWCLU0E5 CAB) 

DATE 

IMPLEMENTATION 

DATE 

additional pata dr remarks 

DATE THIS RECORD SIGNED 

SIGNATURE 
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Subpart 1-17.5—Act and Executive 
Order 


§ 1_17.500 Scope of subpart. 

This subpart sets forth in full the 
Act and the Executive Order. 


R 1-17.501 The Act of August 28, 1958 
(Public Law 85—804; 50 U.S.C. 
1431—1435)• 


The Act is as follows: 

Be it enacted by the Senate and House of 
Representatives of the United States of 
America in Congress assembled. That the 
President may authorize any department or 
agency of the Government which exercises 
functions in connection with the national 
defense, icting in accordance with regula¬ 
tions prescribed by the President for the 
protection of the Government, to enter into 
contracts or into amendments or modifica¬ 
tions of contracts heretofore or hereafter 
made and to make advance payments 
thereon, without regard to other provisions 
of law relating to the making, performance, 
amendment, or modification of contracts, 
whenever he deems that such action would 
facilitate the national defense. The au¬ 
thority conferred by this section shall not be 
utilized to obligate the United States in an 
amount in excess of $50,000 without ap¬ 
proval by an official at or above the level 
of an Assistant Secretary or his Deputy, or 
an assistant head or his deputy, of such 
department or agency, or by a Contract Ad¬ 
justment Board established therein. 

Sec. 2. Nothing in this Act shall be 
construed to constitute authorization here¬ 
under lor— 

(a) The use of the cost-plus-a-per- 
centage-of-cost system of contracting; 

(b) Any contract in violation of exist¬ 
ing law relating to limitation of profits; 

(c) The negotiation of purchases of or 
contract for property or services required by 
law to be procured by formal advertising and 
competitive bidding; 

(d) The waiver of any bid, payment, 
performance, or other bond required by law; 

(e) The amendment of a contract ne¬ 
gotiated under section 2304(a) (15), title 10, 
United States Code, or under section 302(c) 
(13) 1 of the Federal Property and Adminis¬ 
trative Services Act of 1949, as amended (63 
Stat. 377, 394), to increase the contract price 
to an amount higher than the lowest re¬ 
jected bid of any responsible bidder; or 

(f) The formalization of an informal 
commitment, unless it is found that at the 
time the commitment was made It was im¬ 
practicable to use normal procurement pro¬ 
cedures. 

Sec. 3. (a) All actions under the author¬ 
ity of this Act shall be made a matter of 
public record under regulations prescribed 
by the President and when deemed by him 
not to be detrimental to the national se¬ 
curity. 

(b) All contracts entered into, amend¬ 
ed, or modified pursuant to authority con¬ 
tained in this Act shall include a clause to 
the effect that the Comptroller General of 
the United States or any of his duly au¬ 
thorized representatives shall, until the ex¬ 
piration of three years after final payment, 
have access to and the right to examine any 
directly pertinent books, documents, papers, 
and records of the contractor or any of his 
subcontractors engaged in the performance 
of and involving transactions related to such 
contracts or subcontracts. 

Sec. 4. (a) Every department and agency 
acting under authority of this Act shall, 
by March 15 of each year, report to Congress 
all such actions taken by that department 
or agency during the preceding calendar 


1 Section 302(c) (13) amended by Public 

Law 85-800 to read 302(c) (14). 


year. With respect to actions which involve 
actual or potential cost to the United States 
in excess of $50,000, the report shall— 

(1) Name the contractor; 

(2) State the actual cost or esti¬ 
mated potential cost involved; 

(3) Describe the property or services 
involved; and 

(4) State further the circumstances 
justifying the action taken. 

With respect to (1), (2), (3), and (4), 
above, and under regulations prescribed by 
the President, there may be omitted any in¬ 
formation the disclosure of which would 
be detrimental to the national security. 

(b) The Clerk of the House and the 
Secretary of the Senate shall cause to be 
published in the Congressional Record all 
reports submitted pursuant to this section. 

Sec. 5. This Act shall be effective only 
during a national emergency declared by 
Congress or the President and for six months 
after the termination thereof or until such 
earlier time as Congress, by concurrent reso¬ 
lution, may designate. 

§ 1—17.502 Executive Order No. 10789 
of November 14, 1958. 2 

The Executive Order is as follows; 

Authorizing Agencies op the Government 
to Exercise Certain Contracting Author¬ 
ity in Connection With National De¬ 
fense Functions and Prescribing Regula¬ 
tions Governing the Exercise op Such 
Authority 

By virtue of the authority vested in me 
by the act of August 28, 1958, 72 Stat. 972, 
hereinafter called the act, and as President 
of the United States, and in view of the 
existing national emergency declared by 
Proclamation No. 2914 of December 16, 1950, 
and deeming that such action will facilitate 
the national defense, it is hereby ordered 
as follows: 

PART I-DEPARTMENT OP DEFENSE 

Under such regulations, which shall be 
uniform to the extent practicable, as may 
be prescribed or approved by the Secretary 
of Defense: 

1. The Department of Defense is author¬ 
ized, within the limits of the amounts ap¬ 
propriated and the contract authorization 
provided therefor, to enter into contracts 
and into amendments or modifications of 
contracts heretofore or hereafter made, and 
to make advance payments thereon, without 
regard to the provisions of law relating to 
the making, performance, amendment, or 
modification of contracts, whenever, in the 
judgment of the Secretary of Defense, the 
Secretary of the Army, the Secretary of the 
Navy, or the Secretary of the Air Force, 
or the duly authorized representative of any 
such Secretary, the national defense will be 
facilitated thereby. 

2. The Secretaries of Defense, the Army, 
the Navy, and the Air Force, respectively, 
may exercise the authority herein conferred 
and, in their discretion and by their direc¬ 
tion, may delegate such authority to any 
other military or civilian officers or officials 
of their respective departments, and may 
confer upon any such military or civilian 
officers or officials the power to make further 
delegations of such authority within their 
respective commands or organizations: Pro¬ 
vided, that the authority herein conferred 
shall not be utilized to obligate the United 
States in an amount in excess of $50,000 
without approval by an official at or above 
the level of an Assistant Secretary or his 
Deputy, or by a departmental Contract Ad¬ 
justment Board. 

3. The contracts hereby authorized to 
be made shall include agreements of all 


* As amended by Executive Order No. 11051 
of October 2, 1962. 


kinds (whether in the form of letters of in¬ 
tent, purchase orders, or otherwise) for all 
types and kinds of property or services neces¬ 
sary, appropriate, or convenient for the 
national defense, or for the invention, de¬ 
velopment, or production of, or research 
concerning, any such property or services, 
including, but not limited to, aircraft, mis¬ 
siles, buildings, vessels, arms, armament, 
equipment or supplies of any kind, or any 
portion thereof, including plans, spare parts 
and equipment therefor, materials, supplies, 
facilities, utilities, machinery, machine tools, 
and any other equipment without any re¬ 
striction of any kind as to type, character, 
location, or form. 

4. The Department of Defense may by 
agreement modify or amend or settle claims 
under contracts heretofore or hereafter made,. 
may make advance payments upon such 
contracts of any portion of the contract 
price, and may enter into agreements with 
contractors or obligors modifying or releas¬ 
ing accrued obligations of any sort, including 
accrued liquidated damages or liability un¬ 
der surety or other bonds. Amendments or 
modifications of contracts may be with or 
without consideration and may be utilized 
to accomplish the same things as any original 
contract could have accomplished hereunder, 
irrespective of the time or circumstances of 
the making, or the form, or the contract 
amended or modified, or of the amending or 
modifying contract, and irrespective of 
rights which may have accrued under the 
contract or the amendments or modifica¬ 
tions thereof. 

5. Proper records of all actions taken 
under the authority of the act shall be main¬ 
tained within the Department of Defense. 
The Secretaries of Defense, the Army, the 
Navy, and the Air Force shall make such 
records available for public inspection except 
to the extent that they, or their duly au¬ 
thorized representatives, may respectively 
deem the disclosure of information therein 
to be detrimental to. the national security. 

6. The Department of Defense shall, by 
March 15 of each year, report to the Con¬ 
gress all actions taken within that depart¬ 
ment under the authority of the act during 
the preceding calendar year. With respect 
to actions which involve actual or potential 
cost to the United States in excess of $50,000, 
the report shall (except as the disclosure of 
such information may be deemed to be detri¬ 
mental to the national security) — 

(a) name the contractor; 

(b) state the actual cost or estimated 
potential cost involved; 

(c) describe the property or services 
involved; and 

(d) state further the circumstances 
justifying the action taken. 

7. There shall be no discrimination in 
any act performed hereunder against any 
person on the ground of race, religion, color, 
or national origin, and all contracts entered 
into, amended, or modified hereunder shall 
contain such nondiscrimination provision as 
otherwise may be required by statute or 
Executive order. 

8. No claim against the United States 
arising under any purchase or contract made 
under the authority of the act and this order 
shall be assigned except in accordance with 
the Assignment of Claims Act of 1940 (54 
Stat. 1029), as amended. 

9. Advance payments shall be made 
hereunder only upon obtaining adequate 
security. 

10. Every contract entered into, 
amended, or modified pursuant to this order 
shall contain a warranty by the contractor 
in substantially the following terms: 

“The Contractor warrants that no 
person or selling agency has been employed 
or retained to solicit or secure this con¬ 
tract upon an agreement or understanding 
for a commission, percentage, brokerage, or 
contingent fee, except bona-fide employees 
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or bona-fide established commercial or sell¬ 
ing agencies maintained by the Contractor 
for the purpose of securing business. For 
breach or violation of this warranty the Gov¬ 
ernment shall have the right to annul this 
contract without liability or, in its dis¬ 
cretion, to deduct from the contract price or 
consideration, or otherwise recover, the full 
amount of such commission, percentage, 
brokerage, or contingent fee.’* 

11. All contracts entered into, amended, 
or modified pursuant to authority of this 
order shall include a clause to the effect that 
the Comptroller General of the United States 
or any of his duly authorized representa¬ 
tives shall, until the expiration of three 
years after final payment, have access to and 
the right to examine any directly pertinent 
books, documents, papers, and records of the 
contractor or any of his subcontractors en¬ 
gaged in the performance of, and involving 
transactions related to, such contracts or 
subcontracts. 

12. Nothing herein contained shall be 
construed to constitute authorization here¬ 
under for— 

(a) the use of the cost-plus-a-per- 
centage-of-cost system of contracting; 

(b) any contract in violation of exist¬ 
ing law relating to limitation of profits or 
fees; 

(c) the negotiation of purchases of or 
contracts for property or services required by 
law to be procured by formal advertising and 
competitive bidding; 

(d) the waiver of any bid, payment, 
performance, or other bond required by law; 

(e) the amendment of a contract 
negotiated under section 2304(a) (15) of title 
10 of the United States Code to increase the 
contract price to an amount higher than the 
lowest rejected bid of any responsible bidder- 
or 

(f) the formalization of an informal 
commitment, unless the Secretary of De¬ 
fense, the Secretary of the Army, the Secre¬ 
tary of the Navy, or the Secretary of the Air 


Force, or the duly authorized representative 
of any such Secretary, finds that at the time 
the commitment was made it was impracti¬ 
cable to use normal procurement procedures. 

13. The provisions of the Walsh-Healey 
Act (49 Stat. 2036), as amended, the Davis- 
Bacon Act (49 Stat. 1011), as amended, the 
Copeland Act (48 Stat. 948), as amended, 
and the Eight Hour Law (37 Stat. 137), as 
amended, if otherwise applicable, shall apply 
to contracts made and performed under the 
authority of this order. 

14. Nothing herein contained shall prej¬ 
udice anything heretofore done under Exec¬ 
utive Order No. 9001 of December 27, 1941, 
or Executive Order No. 10210 of February 2, 
1951, or any amendments or extensions 
thereof, or the continuance in force of any 
action heretofore taken under those orders 
or any amendments or extensions thereof. 

15. Nothing herein contained shall prej¬ 
udice any other authority which the Depart¬ 
ment of Defense may have to enter into, 
amend, or modify contracts, and to make 
advance payments. 

PART II—EXTENSION OF PROVISIONS OF 
PARAGRAPHS 1-14 

21. Subject to the limitations and regu¬ 
lations contained in paragraphs 1 to 14, in¬ 
clusive, hereof, and under any regulations 
prescribed by him in pursuance of the pro¬ 
visions of paragraph 22 hereof, the head of 
each of the following-named agencies 3 is 
authorized to perform or exercise as to his 
agency, independently of any Secretary 
referred to in the said paragraphs 1 to 14, 
all the functions and authority vested by 
those paragraphs in the Secretaries men¬ 
tioned therein: 

Department of the Treasury 
Department of the Interior 


3 Executive Order No. 11051 of October 2, 
1962, deleted the Office of Civil and Defense 
Mobilization. 


Department of Agriculture 
Department of Commerce 
Atomic Enegry Commission 
General Services Administration 
National Aeronautics and 
Administration 


Space 


-— 

Tennessee Valley Authority 
Government Printing Office 

22. The head of each agency named in 
paragraph 21 hereof is authorized to ore 
scribe regulations governing the carrying om 
of the functions and authority vested with 
respect to his agency by the provisions ot 
paragraph 21 hereof. Such regulations shall 
to the extent practicable, be uniform with 
the regulations prescribed or approved bv th«> 
Secretary of Defense under the provisions 
of Part I of this order. 

23. Nothing contained herein shall prei 
udice any other authority which any agency 
named in paragraph 21 hereof may have to 
enter into, amend, or modify contracts and 
to make advance payments. 

24. Nothing contained in this Part shall 
constitute authorization thereunder for the 
amendment of a contract negotiated under 
section 302(c)(14) of the Federal Property 
and Administrative Services Act of 1949 (63 
Stat. 394), as amended by section 2(b) of the 
act of August 28, 1958, 72 Stat. 966, to in¬ 
crease the contract price to an amount 
higher than the lowest rejected bid of any 
responsible bidder. 


Dwight D. Eisenhower 

Effective date. This regulation is ef¬ 
fective February 15, 1963, but may be 
observed earlier. 

Dated: December 20, 1962. 

Bernard L. Boutin, 

Administrator General Services. 

[F.R. Doc. 62-12839; Filed, Dec. 28, 1962; 
8:46 a.m.] 
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epartment of the treasury 

Interna! Revenue Service 
[ 26 CFR Part 1 ] 

JCOME TAX; TAXABLE YEARS BE¬ 
GINNING AFTER DEC. 31, 1953 

jxation of Cooperatives and Their 
Patrons 

Notice is hereby given, pursuant to the 
iministrative Procedure Act, approved 
me 11, 1946, that the regulations set 
rth in tentative form below are pro¬ 
ved to be prescribed by the Commis- 
Dner of Internal Revenue, with the ap- 
oval of the Secretary of the Treasury 
his delegate. Prior to the final adop- 
m of such regulations, consideration 
ill be given to any comments or sugges- 
m pertaining thereto which are sub- 
itted in writing, in duplicate, to the 
munissioner of Internal Revenue, At- 
ntion: T:P, Washington 25, D.C., 
thin the period of 30 days from the 
ite of publication of this notice in the 
!deral Register. Any person, submit- 
lg written comments or suggestions 
10 desires an opportunity to comment 
ally at a public hearing on these pro¬ 
ved regulations should submit his re- 
lest, in writing, to the Commissioner 
ithin the 30-day period. In such case, 
public hearing will be held, and notice 
1 the time, place, and date will be pub- 
ihed in a subsequent issue of the Fed- 
al Register. The proposed regulations 
e to be issued under the authority con- 
-ined in section 7805 of the Internal 
evenue Code of 1954 (68A Stat. 917; 
IU.S.C. 7805). 

[seal] Mortimer M. Caplin, 
Commissioner of Internal Revenue. 

The regulations under sections 1381 
irough 1388 of the Internal Revenue 
ode of 1954, as added by section 17(a) 

' the Revenue Act of 1962 (76 Stat. 
H5), relating to the taxation of coop- 
'atives and their patrons, set forth in 
aragraph 1 are hereby prescribed, ef- 
'ctive for taxable years of cooperative 
rganizations beginning after Decem- 
sr 31, 1962, and applicable to distribu- 
ons made by such organizations attrib- 
toble to patronage occurring during 
ich taxable years. In addition, the In- 
ome Tax Regulations (26 CFR Part 1) 
re amended as set forth in paragraphs 
tnrough 9 to conform them to the rules 
ating to the taxation of cooperatives 
&d their patrons prescribed under sec- 
Ions 1381 through 1388. 

Cooperatives and Their Patrons 

tax treatment of cooperatives 
ec. 

“^ 8 1 Statutory provisions; tax treat¬ 
ment of cooperatives; organiza- 
l^Ri tions to w hich part applies. 

l Organizations to which part ap¬ 
plies. 


No. 251—Pt. 


I- 


Sec. 

1.1381- 2 Tax on certain farmers’ coopera¬ 

tives. 

1.1382 Statutory provisions; tax treat¬ 

ment of cooperatives; taxable 
income of cooperatives. 

1.1382- 1 Taxable income of cooperatives; 

gross income. 

1.1382- 2 Taxable income of cooperatives; 

treatment of patronage divi¬ 

dends. 

1.1382- 3 Taxable income of cooperatives; 

special deductions for exempt 
farmers’ cooperatives. 

1.1382- 4 Taxable income of cooperatives; 

payment period for each taxable 
year. 

1.1382- 5 Taxable income of cooperatives; 

products marketed under pool¬ 
ing arrangements. 

1.1382- 6 Taxable income of cooperatives; 

treatment of earnings received 
after patronage occurred, 

1.1382- 7 Special rules applicable to cooper¬ 

ative associations exempt from 
tax before January 1, 1952. 

1.1383 Statutory provisions; tax treat¬ 

ment of cooperatives; computa¬ 
tion of tax where cooperative re¬ 
deems nonqualified written no¬ 
tices of allocation. 

1.1383- 1 Computation of tax where co¬ 

operative redeems nonqualified 
written notices of allocation. 

TAX TREATMENT RY PATRONS OF PATRONAGE 
DIVIDENDS 


1.1385 Statutory provisions; tax treat¬ 
ment by patrons of patronage 
dividends; amounts includible 
in patron's gross income. 

1.1385-1 Amounts includible in patron’s 
gross income. 

definitions; special rules 

1.1388 Statutory provisions; defiinitions 
and special rules. 

1.1388-1 Definitions and special rules. 


Paragraph 1. The following new sec¬ 
tions are inserted after § 1.1377-3: 

Cooperatives and Their Patrons 


TAX TREATMENT OF COOPERATIVES 

§ 1.1381 Statutory provisions; tax treat¬ 
ment of cooperatives; organizations 
to which part applies. 

Sec. 1381. Organizations to which part 
applies —(a) In general . This part shall 
apply to— 

(1) Any organization exempt from tax 
under section 521 (relating to exemption of 
farmers’ cooperatives from tax), and 

(2) Any corporation operating on a co¬ 
operative basis other than an organization— 

(A) Which is exempt from tax under this 
chapter, 

(B) Which is subject to the provisions of— 

(i) Part II of subchapter H (relating to 
mutual savings banks, etc.), or 

(ii) Subchapter L (relating to insurance 
companies), or 

(C) Which is engaged in furnishing elec¬ 
tric energy, or providing telephone service, 
to persons in rural areas. 

(b) Tax on certain farmers’ cooperatives. 
An organization described in subsection 
(a)(1) shall be subject to the taxes imposed 
by section 11 or 1201. 

[Sec. 1381 as added by sec. 17(a), Rev. Act, 
1962 (76 Stat. 1045) ] 


§ 1.1381—1 Organizations to which part 
applies. 

(a) In general. Except as provided 
in paragraph (b) of this section, part I, 
subchapter T, chapter 1 of the Code, ap¬ 
plies to any corporation operating on a 
cooperative basis and allocating amounts 
to patrons on the basis of the business 
done with or for such patrons. 

(b) Exceptions. Part I of such sub- 
chapter T does not apply to— 

(1) Any organization which is exempt 
from income taxes under chapter 1 of 
the Code (other than an exempt farm¬ 
ers* cooperative described in section 
521); 

(2) Any organization which is subject 
to the provisions of part II (section 591 
and following), subchapter H, chapter 1 
of the Code (relating to mutual savings 
banks, etc.); 

(3) Any organization which is subject 
to the provisions of subchapter L (sec¬ 
tion 801 and following), chapter 1 of the 
Code (relating to insurance companies); 
or 

(4) Any organization which is engaged 
in generating, transmitting, or otherwise 
furnishing electric energy, or which pro¬ 
vides telephone service, to persons in 
rural areas. The terms “rural areas** 
and “telephone service** shall have the 
meaning assigned to them in section 5 of 
the Rural Electrification Act of 1936, as 
amended (7 U.S.C. 924). 

§ 1.1331—2 Tax on certain farmers’ 
cooperatives. 

(a) In general. (1) For taxable years 
beginning after December 31,1962, farm¬ 
ers’, fruit growers*, or like associations, 
organized and operated in compliance 
with the requirements of section 521 and 
§ 1.521-1, shall be subject to the taxes 
imposed by section 11 or section 1201. 
Although such associations are subject 
to both normal tax and surtax, as in the 
case of corporations generally, certain 
special deductions are provided for them 
in section 1382(c) and § 1.1382-3. For 
the purpose of any law which refers to 
organizations exempt from income taxes 
such an association shall, however, be 
considered as an organization exempt 
under section 501. Thus, the provisions 
of section 243, providing a credit for 
dividends received from a domestic cor¬ 
poration subject to taxation, are not ap¬ 
plicable to dividends received from a 
cooperative association organized and 
operated in compliance with the require¬ 
ments of section 521 and § 1.521-1. The 
provisions of section 1501, relating to 
consolidated returns, are likewise not 
applicable. 

(2) Rules governing the manner in 
which amounts paid as patronage divi¬ 
dends are allowable as deductions in 
computing the taxable income of such an 
association are set forth in section 1382 
(b) and § 1.1382-2. For the tax treat¬ 
ment, as to patrons, of amounts received 
during the taxable year as patronage 
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dividends, see section 1385 and the reg¬ 
ulations thereunder. 

(b) Cross references. For tax treat¬ 
ment of exempt cooperative associations 
for taxable years beginning before Jan¬ 
uary 1, 1963, or for taxable years begin¬ 
ning after December 31, 1962, with 
respect to payments attributable to pa¬ 
tronage occurring during taxable years 
beginning before January 1, 1963, see 
section 522 and the regulations there¬ 
under. For requirements of annual re¬ 
turns by such associations, see sections 
6012 and 6072(d) and paragraph (f) of 
§ 1.6012-2. 

§ 1.1382 Statutory provisions; tax 
treatment of cooperatives; taxable 
income of cooperatives. 

Sec. 1382. Taxable income of coopera¬ 
tives — (a) Gross income. Except as pro¬ 
vided in subsection (b), the gross income of 
any organization to which this part applies 
shall be determined without any adjustment 
(as a reduction in gross receipts, an increase 
in cost of goods sold, or otherwise) by reason 
of any allocation or distribution to a patron 
out of the net earnings of such organization. 

(b) Patronage dividends. In determining 
the taxable income of an organization to 
which this part applies, there shall not be 
taken into account amounts paid during the 
payment period for the taxable year— 

(1) As patronage dividends (as defined in 
section 1388(a)), to the extent paid in money, 
qualified written notices of allocation (as 
defined in section 1388(c)), or other prop¬ 
erty (except nonqualified written notices of 
allocation (as defined in section 1388(d))) 
with respect to patronage occurring during 
such taxable year; or 

(2) In money or other property (except 
written notices of allocation) in redemption 
of a nonqualified written notice of allocation 
which was paid as a patronage dividend dur¬ 
ing the payment period for the taxable year 
during which the patronage occurred. 

For purposes of this title, any amount 
not taken into account under the preceding 
sentence shall be treated in the same manner 
as an item of gross income and as a deduction 
therefrom. 

(c) Deduction for nonpatronage distribu¬ 
tions, etc. In determining the taxable in¬ 
come of an organization described in section 
1381(a)(1), there shall be allowed as a 
deduction (in addition to other deductions 
allowable under this chapter) — 

(1) Amounts paid during the taxable year 
as dividends on its capital stock; and 

(2) Amounts paid, during the payment 
period for the taxable year— 

(A) In money, qualified written notices 
of allocation, or other property (except non¬ 
qualified written notices of allocation) on a 
patronage basis to patrons with respect to its 
earnings during such taxable year which are 
derived from business done for the United 
States or any of its agencies or from sources 
other than patronage, or 

(B) In money or other property (except 
written notices of allocation) in redemption 
of a nonqualified written notice of allocation 
which was paid, during the payment period 
for the taxable year during which the earn¬ 
ings were derived, on a patronage basis to a 
patron with respect to earnings derived from 
business or sources described in sub- 
paragraph (A). 

(d) Payment period for each taxable year. 
For purposes of subsections (b) and (c)(2), 
the payment period for any taxable year is 
the period beginning with the first day of 
such taxable year and ending with the 
fifteenth day of the ninth month following 
the close of such year. For purposes of sub¬ 
sections (b)(1) and (c)(2)(A), a qualified 
check issued during the payment period shall 


be treated as an amount paid in money dur¬ 
ing such period if endorsed and cashed on or 
before the 90th day after the close of such 
period. 

(e) Products marketed under pooling ar¬ 
rangements. For purposes of subsection (b), 
in the case of a pooling arrangement for the 
marketing of products, the patronage shall 
(to the extent provided in regulations pre¬ 
scribed by the Secretary or his delegate) be 
treated as patronage occurring during the 
taxable year in which the pool closes. 

(f) Treatment of earnings received after 
patronage occurred. If any portion of the 
earnings from business done with or for 
patrons is includible in the organization’s 
gross income for a taxable year after the 
taxable year during which the patronage oc¬ 
curred, then for purposes of applying sub¬ 
section (b) to such portion the patronage 
shall, to the extent provided in regulations 
prescribed by the Secretary or his delegate, 
be considered to have occurred during the 
taxable year of the organization during 
which such earnings are includible in gross 
income. 

[Sec. 1382 as added by sec. 17(a), Rev. Act 
1962 (76 Stat. 1046) ] 

§ 1.1382—1 Taxable income of coopera¬ 
tives ; gross income. 

(a) Introduction. Section 1382(b) 
provides that the amount of certain 
patronage dividends (and amounts paid 
in redemption of nonqualified written 
notices of allocation) shall not be taken 
into account by a cooperative organiza¬ 
tion in determining its taxable income. 
Such section also provides that, for pur¬ 
poses of the Internal Revenue Code, an 
amount not taken into account is to be 
treated in the same manner as an item 
of gross income and as a deduction 
therefrom. Therefore, such an amount 
is treated as a deduction for purposes of 
applying the Internal Revenue Code and 
the regulations thereunder and, for sim¬ 
plicity, is referred to as a deduction in 
the regulations under such Code. How¬ 
ever, this should not be regarded as a 
determination of the character of the 
amount for other purposes. 

(b) Computation of gross income. 
Any cooperative organization to which 
part I, subchapter T, chapter 1 of the 
Code, applies shall not, for any purpose 
under the Code, exclude from its gross 
income (as a reduction in gross receipts, 
an increase in cost of goods sold, or 
otherwise) the amount of any allocation 
or distribution to a patron out of the 
net earnings of such organization with 
respect to patronage occurring during 
a taxable year beginning after December 
31, 1962. See, however, section 1382(b) 
and § 1.1382—2 for deductions for certain 
amounts paid to patrons out of net 
earnings. 

§ 1.1382—2 Taxable income of coopera¬ 
tives; treatment of patronage divi¬ 
dends. 

(a) In general. (1) In determining 
the taxable income of any cooperative 
organization to which part I, subchapter 
T, chapter 1 of the Code, applies, there 
shall be allowed as deductions from gross 
income, in addition to the other deduc¬ 
tions allowable under chapter 1 of the 
Code, the deductions with respect to 
patronage dividends provided in section 
1382(b) and paragraphs (b) and (c) of 
this section. 


(2) For the definition of terms 
in this section see section nsa 
§ 1.1388-1; to determine the of 
period for a taxable year s <* < 
1382(d) and § 1.1382-4. ’ 66 ‘ 

(b) Deduction for patronage 
dends —(1) In general, in the C a.< 
a taxable year beginning after rw 
ber 31, 1962, there is allowed as a d 
tion from the gross income of anv c 
erative organization to which Dart n 
subchapter T applies, amounts Dairt 
patrons during the payment period 
the taxable year as patronage divider 
with respect to patronage occurring di 
ing such taxable year, but only to the 
tent that such amounts are paid 
money, qualified written notices of 
cation, or other property (other 
nonqualified written notices of ah 
tion). See section 1382 (e) and (f) 

§§ 1.1382-5 and 1.1382-6 for specials 
relating to the time when patronag( 
deemed to occur where products i 
marketed under a pooling arrangem< 
or where earnings are includible in 
gross income of the cooperative orgi 
zation for a taxable year after the 
in which the patronage occurred. * 
purposes of this paragraph, a writl 
notice of allocation is considered ps 
when it is issued to the patron. A \ 
tronage dividend shall be treated as p* 
in money during the payment period fl 
the taxable year to the extent it is i 
by a qualified check which is issued c 
ing the payment period for such taxi 
year and endorsed and cashed on or 
fore the ninetieth day after the clos 
such payment period. In determii. 
the amount paid which is allowable , 
a deduction under this paragraph, pro] 
erty (other than written notices of al 
cation) shall be taken into account 
its fair market value when paid, and 
qualified written notice of allocatii 
shall be taken into account at its stat 
dollar amount. 

(2) Special rule for certain taxal 
years. No deduction is allowed _ 
this section for amounts paid during 
able years beginning before January 
1963, or for amounts paid during t 
able years beginning after December 
1962, with respect to patronage oc( 
ring during taxable years beginning 
fore January 1, 1963. With respect 
such amounts, the Internal Reveni 
Code of 1954 (including section 522 
the regulations thereunder) shall be . 
plicable without regard to subchapter 
(c) Deduction for amounts paid 
redemption of certain nonqualified writ 
ten notices of allocation. In the case c ] 
a taxable year beginning after Decern 
ber 31, 1962, there is allowed as a deduct 
tion from the gross income of a coopera- 
tive organization to which part I 
subchapter T applies, amounts paid 
such organization during the paymenj 
period for such taxable year in redemr 
tion of a nonqualified written notice 
allocation which was previously paid 
a patronage dividend during the i 
ment period for the taxable year du: 
which the patronage occurred, but oi 
to the extent such amounts (1) are ps 
in money or other property (other thi 
written notices of allocation) and ( 
do not exceed the stated dollar amoui 
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urday, December 29, 1962 

I c h written notice of allocation. No 
Action shall be allowed under this 

f aph, however, for amounts paid 
emption of nonqualified written 
■ of allocation which were paid 
aspect to patronage occurring dur- 
axable year beginning before Jan- 
ryl 1963. For purposes of this para¬ 
ph'if an amount is paid within the 
merit period for two or more taxable 
ars it will be allowable as a deduction 
ly for the earliest of such taxable years, 
fous if a cooperative which reports its 
Come on a calendar year basis pays an 
bunt in redemption of a nonqualified 
llv ten notice of allocation on January 

[ *1966, it will be allowed a deduction 
rsuchamount only for its 1965 taxable 
ar. In determining the amount paid 
hich is allowable as a deduction under 
; paragraph, property (other than 
Jritten notices of allocation) shall be 
iken into account at its fair market 
tlue when paid. Amounts paid in re- 
option of a nonqualified written no- 
ce of allocation in excess of its stated 
)llar amount shall be treated under the 
jplicable provisions of the Code. For 
[ample, if such excess is in the nature 
interest, its deductibility will be gov- 
ned by section 163 and the regulations 
lereunder. 

1.1382-3 Taxable income of coopera- 
] tives; special deductions for exempt 
farmers’ cooperatives. 

(a) In general. (1) Section 1382(c) 
tavides that in determining the taxable 
jicome of a farmers’, fruit growers’, or 
|ke association, described in section 
381(a)(1) and organized and operated 
i compliance with the requirements of 
ection 521 and § 1.521-1, there shall be 
llowed as deductions from the gross in- 
ome of such organization, in addition 
) the other deductions allowable under 
hapter 1 of the Code (including the de- 
uctions allowed by section 1382(b)) the 
pecial deductions provided in section 
382(c) and paragraphs (b), (c), and (d) 
f this section. 

(2) For the definition of terms used 
n this section, see section 1388 and 
1.1388-1; to determine the payment 
>eriod for a taxable year, see section 1382 
d) and § 1.1382-4. 

(b) Deduction for dividends paid on 
ft Vital stock. In the case of a taxable 
ear beginning after December 31, 1962, 
here is allowed as a deduction from the 
Toss income of a cooperative associa- 
ion operated in compliance with the 
equipments of section 521 and § 1.521-1, 
miounts paid as dividends during the 
axable year on the capital stock of such 
sooperative association. For the pur¬ 
pose of the preceding sentence, the term 
^capital stock” includes common stock 
whether voting or non voting), pre¬ 
ferred stock, or any other form of 
capital represented by capital retain cer¬ 
tificates, revolving fund certificates, let¬ 
ters of advice, or other evidence of a 
proprietary interest in a cooperative as¬ 
sociation. Such deduction is applicable 
imy to the taxable year in which the 
uviaends are actually or constructively 
laid to the holder of capital stock or 
itner proprietary interest of the cooper- 
ttive association, if a dividend is paid 


by check and the check bearing a date 
within the taxable year is deposited in 
the mail, in a cover properly stamped 
and addressed to the shareholder at his 
last known address, at such time that in 
the ordinary handling of the mails the 
check would be received by such holder 
within the taxable year, a presumption 
arises that the dividend was paid to such 
holder in such year. The determination 
of whether a dividend has been paid to 
such holder by the corporation during 
its taxable year is in no way dependent 
upon the method of accounting regu¬ 
larly employed by the corporation in 
keeping its books. For further rules as 
to the determination of the right to a de¬ 
duction for dividends paid, under cer¬ 
tain specific circumstances, see section 
561 and the regulations thereunder. 

(c) Deduction for amounts allocated 
from income not derived from patron¬ 
age —(1) In general. In the case of a 
taxable year beginning after December 
31, 1962, there is allowed as a deduction 
from the gross income of a cooperative 
association operated in compliance with 
the requirements of section 521 and 
§ 1.521-1, amounts paid to patrons, dur¬ 
ing the payment period for the taxable 
year, on a patronage basis with respect 
to its income derived during such tax¬ 
able year either from business done with 
or for the United States or any of its 
agencies or from sources other than 
patronage, but only to the extent such 
amounts are paid in money, qualified 
written notices of allocation, or other 
property (other than nonqualified writ¬ 
ten notices of allocation). For purposes 
of this subparagraph a written notice of 
allocation is considered paid when it is 
issued to the patron. An amount shall 
be treated as paid in money during the 
payment period for the taxable year to 
the extent it is paid by a qualified check 
which is issued during the payment 
period for such taxable year and en¬ 
dorsed and cashed on or before the 
ninetieth day after the close of such 
payment period. In determining the 
amount paid which is allowable as a 
deduction under this paragraph, prop¬ 
erty (other than written notices of al¬ 
location) shall be taken into account at 
its fair market value when paid, and a 
qualified written notice of allocation 
shall be taken into account at its stated 
dollar amount. 

i2) Definition. As used in this para¬ 
graph, the term ‘‘income derived from 
sources other than patronage” means in¬ 
cidental income derived from sources not 
directly related to the marketing, pur¬ 
chasing, or service activities of the co¬ 
operative association. For example, in¬ 
come derived from the lease of premises, 
from investment in securities, or from 
the sale or exchange of capital assets, 
constitutes income derived from sources 
other than patronage. 

(3) Basis of distribution. In order that 
the deduction for amounts paid with re¬ 
spect to income derived from business 
done with or for the United States or 
any of its agencies or from sources other 
than patronage may be applicable, it is 
necessary that the amount sought to be 
deducted be paid on a patronage basis in 
proportion, insofar as is practicable, to 


the amount of business done by or for 
patrons during the period to which such 
income is attributable. For example, if 
capital gains are realized from the sale 
or exchange of capital assets acquired 
and disposed of during the taxable year, 
income realized from such gains must be 
paid to patrons of such year in propor¬ 
tion to the amount of business done by 
such patrons during the taxable year. 
Similarly, if capital gains are realized by 
the association from the sale or exchange 
of capital assets held for a period of more 
than one taxable year income realized 
from such gains must be paid, insofar as 
is practicable, to the persons who were 
patrons during the taxable years in 
which the asset was owned by the as¬ 
sociation in proportion to the amount of 
business done by such patrons during 
such taxable years. 

(4) Special rules for certain taxable 
years. No deduction is allowable under 
this paragraph for amounts paid during 
taxable years beginning before January 
1, 1963, or for amounts paid during tax¬ 
able years beginning after December 31, 
1962, with respect to income derived dur¬ 
ing taxable years beginning before Janu¬ 
ary 1, 1963. With respect to such 
amounts, the Internal Revenue Code of 
1954 (including section 522 and the regu¬ 
lations thereunder) shall be applicable 
without regard to subchapter T. 

(d) Deduction for amounts paid in 
redemption of certain nonqualified writ¬ 
ten notices of allocation. In the case of 
a taxable year beginning after December 
31, 1962, there is allowed as a deduction 
from the gross income of a cooperative 
association operated in compliance with 
the requirements of section 521 and 
§ 1.521-1, amounts paid by such associa¬ 
tion during the payment period for such 
taxable year in redemption of certain 
nonqualified written notices of alloca¬ 
tion, but only to the extent such amounts 
(1) are paid in money or other property 
(other than written notices of allocation) 
and (2) do not exceed the stated dollar 
amount of such nonqualified written no¬ 
tices of allocation. The nonqualified 
written notices of allocation referred to 
in the preceding sentence are those which 
were previously paid to patrons on a 
patronage basis with respect to earnings 
derived either from business done with 
or for the United States or any of its 
agencies or from sources other than pa¬ 
tronage, provided that such nonqualified 
written notices of allocation were paid 
during the payment period for the tax¬ 
able year during which such earnings 
were derived. No deduction shall be al¬ 
lowed under this paragraph, however, for 
amounts paid in redemption of nonqual¬ 
ified written notices of allocation which 
were paid with respect to earnings de¬ 
rived during a taxable year beginning 
before January 1, 1963. For purposes of 
this paragraph, if an amount is paid 
within the payment period for two or 
more taxable years, it will be allowable 
as a deduction only for the earliest of 
such taxable years. In determining the 
amount paid which is allowable as a de¬ 
duction under this paragraph, property 
(other than written notices of allocation) 
shall be taken into account at its fair 
market value when paid. Amounts paid 
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in redemption of a nonqualified written 
notice of allocation in excess of its stated 
dollar amount shall be treated under the 
applicable provisions of the Code. 

§ 1.1382—4 Taxable income of coopera¬ 
tives; payment period for each tax¬ 
able year. 

The payment period for a taxable year 
is the period beginning with the first day 
of such taxable year and ending with the 
fifteenth day of the ninth month follow¬ 
ing the close of such year. 

§ 1.1382—5 Taxable income of coopera¬ 
tives; products marketed under 
pooling arrangements. 

For purposes of section 1382(b) and 
§ 1.1382-2, in the case of a pooling ar¬ 
rangement for the marketing of products 
the patronage under such pool shall be 
treated as occurring during the taxable 
year in which the pool closes. The deter¬ 
mination of when a pool is closed will be 
made on the basis of the facts and cir¬ 
cumstances in each case, but generally 
the practices and operations of the co¬ 
operative organization shall control. 
This section may be illustrated by the 
following example: 

Example. Farmer A delivers to the X Co¬ 
operative 100 bushels of wheat on August 15, 
1963, at which time he receives a “per bushel” 
advance. (Both farmer A and the X Co¬ 
operative file returns on a calendar year 
basis.) On October 15, 1963 farmer A re¬ 
ceives an additional “per bushel” payment. 
The pool sells some of its wheat in 1963 and 
the remainder in January of 1964. The pool 
is closed on February 15, 1964. For purposes 
of section 1382(b), A’s patronage is consid¬ 
ered as occurring in 1964. 

§ 1.1382—6 Taxable income of coopera¬ 
tives; treatment of earnings received 
after patronage occurred. 

If earnings derived from business done 
with or for patrons are includible in the 
gross income of the cooperative organi¬ 
zation for a taxable year after the tax¬ 
able year during which the patronage 
occurred, then, for purposes of deter¬ 
mining whether the cooperative is al¬ 
lowed a deduction under section 1382(b) 
and § 1.1382-2, the patronage to which 
these earnings relate shall be considered 
to have occurred during the taxable year 
for which such earnings are includible in 
the cooperative’s gross income. Thus, if 
the cooperative organization pays these 
earnings out as patronage dividends dur¬ 
ing the payment period for the taxable 
year for which the earnings are includ¬ 
ible in its gross income, it will be allowed 
a deduction for such payments under 
section 1382(b) (1) and paragraph (b) 
of § 1.1382-2, to the extent they are paid 
in money, qualified written notices of 
allocation, or other property (other than 
written notices of allocation). 

§ 1.1382—7 Special rules applicable to 
cooperative associations exempt from 
tax before January 1, 1952. 

(a) Basis of property. The adjust¬ 
ments to the cost or other basis provided 
in sections 1011 and 1016 and the regula¬ 
tions thereunder, are applicable for the 
entire period since the acquisition of the 
property. Thus, proper adjustment to 
basis must be made under section 1016 
for depreciation, obsolescence, amortiza¬ 


tion, and depletion for all taxable years 
beginning prior to January 1, 1952, al¬ 
though the cooperative association was 
exempt from tax under section 521 or 
corresponding provisions of prior law for 
such years. However, no adjustment for 
percentage or discovery depletion is to 
be made for any year during which the 
association was exempt from tax. If a 
cooperative association has made a 
proper election in accordance with sec¬ 
tion 1020 and the regulations prescribed 
thereunder with respect to a taxable 
year beginning before 1952 in which the 
association was not exempt from tax, the 
adjustment to basis for depreciation for 
such years shall be limited in accordance 
with the provisions of section 1016(a) (2). 

(b) Amortization of bond premium. 
In the case of tax exempt and partially 
taxable bonds purchased at a premium 
and subject to amortization under sec¬ 
tion 171, proper adjustment to basis must 
be made to reflect amortization with re¬ 
spect to such premium from the date of 
acquisition of the bond. (For principles 
governing the method of computation, 
see the example in paragraph (b) of 
§ 1.1016-9, relating to mutual savings 
banks, building and loan associations, 
and cooperative banks.) The basis of a 
fully taxable bond purchased at a pre¬ 
mium shall be adjusted from the date of 
the election to amortize such premium 
in accordance with the provisions of sec¬ 
tion 171 except that no adjustment shall 
be allowable for such portion of the 
premium attributable to the period prior 
to the election. 

(c) Amortization of mortgage premi¬ 
um. In the case of a mortgage acquired 
at a premium where the principal of such 
mortgage is payable in installments, ad¬ 
justments to the basis for the premium 
must be made for all taxable years 
(whether or not the association was ex¬ 
empt from tax under section 521 during 
such years) in which installment pay¬ 
ments are received. Such adjustments 
may be made on an individual mortgage 
basis or on a composite basis by reference 
to the average period of payments of the 
mortgage loans of such association. For 
the purpose of this adjustment, the term 
“premium” includes the excess of the 
acquisition value of the mortgage over 
its maturity value. The acquisition 
value of the mortgage is the cost includ¬ 
ing buying commissions, attorneys’ fees, 
or brokerage fees, but such value does 
not include amounts paid for accrued 
interest. 

§ 1.1383 Statutory provisions; tax treat¬ 
ment of cooperatives; computation 
of tax where cooperative redeems 
nonqualified written notices of allo¬ 
cation. 

Sec. 1383. Computation of tax where co¬ 
operative redeems nonqualified written 
notices of allocation —(a) General rule. If, 
under section 1382 (b)(2) or (c)(2)(B), a 
deduction is allowable to an organization 
for the taxable year for amounts paid in 
redemption of nonqualified written notices 
of allocation, then the tax imposed by this 
chapter on such organization for the taxable 
year shall be the lesser of the following: 

(1) The tax for the taxable year computed 
with such deduction; or 

(2) An amount equal to— 

(A) The tax for the taxable year computed 
without such deduction, minus 



(B) The decrease in tax under thu 
for any prior taxable year (or y ea £>*23 
wouia result solely from treating such? 1 
qualified written notices of alloc?? 
qualified written notices of allocation 

(b) Special rules, (l) i f the d ’ 
tax ascertained under subsection [ a iZ 
exceeds the tax for the taxable year' ill 
puted without the deduction describe? 
subsection (a)) such excess shall be 
sidered to be a payment of tax on the , 
day prescribed by law for the payment of t 
for the taxable year, and shall be refund 
or credited in the same manner as if it» 
an overpayment for such taxable year 

(2) For purposes .of determining the , 

crease in tax under subsection (a)(2Wi» 
the stated dollar amount of any nonquaifli 
written notice of allocation which is to 1 
treated under such subsection as a qualm, 
written notice of allocation shall be tl 
amount paid in redemption of such writti 
notice of allocation which is allowable as 
deduction under section 1382 (b) (2) or u 
(2) (B) for the taxable year. 1 

(3) If the tax imposed by this chapter! 
the taxable year is the amount determini 
under subsection (a) (2), then the deductii 
described in subsection (a) shall not 
taken into account for any purpose of tt 
subtitle other than for purposes of tt 
section. 


s 


[Sec. 1383 as added by sec. 17(a), Rev A< 
1962 (76 Stat. 1047) J 

§ 1.1383—1 Computation of tax wher 
cooperative redeems nonqualify 
written notices of allocation. 

(a) General rule. (1) If, during th 
taxable year, a cooperative organizatioi 
is entitled to a deduction under sectio 
1382 (b)(2) or (c)(2)(B) for amount 
paid in redemption of nonqualifie 
written notices of allocation, the tax im 
posed for the taxable year by chapter 
of the Code shall be the lesser of— 

(1) The tax for the taxable year com 
puted under section 1383(a)(1), that is 
with such deduction taken into account 
or 

(ii) The tax for the taxable year com 
puted under section 1383(a) (2), that is 
without taking such deduction into ac> 
count, minus the decrease in tax (undei 
chapter 1 of the Code) for any prior tax¬ 
able year (or years) which would resul 
solely from treating all such nonquali 
tied written notices of allocation re' 
deemed during the taxable year as quali¬ 
fied written notices of allocation when 
paid. For the purpose of this subdivi 
sion, the amount of the decrease in tax 
is not limited to the amount of the tax 
for the taxable year. See paragraph (c) 
of this section for rules relating to a re¬ 
fund of tax where the decrease in tax 
for the prior taxable year (or years) ex¬ 
ceeds the tax for the taxable year. 

(2) If the cooperative organization 
computes its tax for the taxable year 
under the provisions of section 1383(a) 
(2) and subparagraph (1) (ii) of this 
paragraph, then no deduction under sec¬ 
tion 1382 (b)(2) or (c)(2)(B) shall be 
taken into account in computing tax¬ 
able income or loss for the taxable year, 
including the computation of any net 
operating loss carryback or carryover. 
However, the amount of the deduction 
shall be taken into account in adjusting 
earnings and profits for the taxable year. 

(3) If the tax determined under sub- 
paragraph (l)(i) of this paragraph is 
the same as the tax determined under 
subparagraph (1) (ii) of this paragraph, 
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the tax imposed for the taxable year 
under chapter 1 of the Code shall be the 
tax determined under subparagraph 

(1 ) (j) of this paragraph, and section 
1383 and this section shall not otherwise 

ap {b) ’ determination of decrease in tax 
for prior taxable years —(1) Prior tax¬ 
able years . The prior taxable year (or 
\ years) referred to in paragraph (a) of 
! this section is the year (or years) within 
! the payment period for which the non¬ 
qualified written notices of allocation 
were paid, and, in addition, any other 
prior taxable year (or years) which is 
affected by the adjustment to income by 
reason of treating such nonqualified 
written notices of allocation as qualified 
written notices of allocation when paid. 

(2) Adjustment to income in prior 
taxable years. The deduction for the 
prior taxable year (or years) in deter¬ 
mining the decrease in tax under section 
1383(a)(2)(B) and paragraph (a)(1) 
(ii) of this section shall be the amount 
paid in redemption of the nonqualified 
written notices of allocation which, 
without regard to section 1383, is allow¬ 
able as a deduction under section 
1382 (b) (2) or (c) (2) (B) for the current 
taxable year. 

(3) Computation of decrease in tax 
for prior taxable years. In computing 
the amount of decrease in tax for a prior 
taxable year (or years) resulting under 
this section, there must first be ascer¬ 
tained the amount of tax previously de¬ 
termined for the taxpayer for such prior 
taxable year (or years). The tax pre¬ 
viously determined shall be the sum of 
the amounts shown as such tax by the 
taxpayer on his return or returns, plus 
any amounts which have been previously 
assessed (or collected without assess¬ 
ment) as deficiencies, reduced by the 
amount of any rebates which have pre¬ 
viously been made. The amount shown 
as the tax by the taxpayer on his return 
and the amount of any rebates or defi¬ 
ciencies shall be determined in accord¬ 
ance with the provisions of section 6211 
and the regulations thereunder. After 
the tax previously determined has been 
ascertained, a recomputation must then 
be made to determine the decrease in 
tax, if any, resulting under this section. 
In determining the decrease in tax for 
the prior taxable year (or years), appro¬ 
priate adjustment shall be made to any 
item which is dependent upon the 
amount of gross income or taxable in¬ 
come (such as charitable contributions, 
net operating losses, the foreign tax 
credit, and the dividends received 
credit). 

(c) Refunds. If the decrease in tax 
for the prior taxable year (or years) de¬ 
termined under section 1383(a)(2)(B) 
and paragraph (a) (1) (ii) of this section 
exceeds the tax imposed by chapter 1 of 
2}®, Cocie for the taxable year computed 
^>o« 0ut deduction under section 
1382 (b) or (c) (2) (B), the excess shall 
oe considered to be a payment of tax for 
the taxable year of the deduction. Such 
Payment is deemed to have been made 
on the last day prescribed by law for 
tne payment of tax for the taxable year 
ana shall be refunded or credited in the 
manner as if it were an overpay¬ 


ment of tax for such taxable year. See 
section 6151 and the regulations there¬ 
under, for rules relating to time and 
place for paying tax shown on returns. 

(d) Example. The application of 
section 1383 may be illustrated by the 
following example: 

Example. The X Cooperative (which re¬ 
ports its income on a calendar year basis) 
pays patronage dividends of $100,000 in non¬ 
qualified written notices of allocation on Feb¬ 
ruary 1, 1964, with respect to patronage 
occurring in 1963. Since the patronage divi¬ 
dends of $100,000 were paid in nonqualified 
written notices of allocation the X Coopera¬ 
tive is not allowed a deduction for that 
amount for 1963. On December 1, 1966, the 
X Cooperative redeems these nonqualified 
written notices of allocation for $50,000. Un¬ 
der section 1382(b) (2), a deduction of $50,- 
000 is allowable in computing its taxable in¬ 
come for 1966. However, the X Cooperative 
has a loss for 1966 determined without regard 
to this deduction. The X Cooperative, there¬ 
fore, makes the computation under the al¬ 
ternative method provided in section 1383 

(a)(2). Under this alternative method, it 
will claim a credit or refund (as an overpay¬ 
ment of tax for 1966) of the decrease in tax 
for 1963 and for such other years prior to 
1966 as are affected which results from re¬ 
computing its tax for 1963 (and such other 
years affected) as if patronage dividends of 
$50,000 had been paid on February 1, 1964, 
in qualified written notices of allocation. If 
this alternative is used, the X Cooperative 
cannot then use the $50,000 as a deduction 
for 1966 so as to increase its net operating 
loss for such year for purposes of computing 
a net operating loss carryback or carryover. 
If the X Cooperative also redeems on De¬ 
cember 1, 1966, nonqualified written notices 
of allocation which were paid as patronage 
dividends on February 1, 1965, with respect 
to patronage occurring in 1964, it will claim 
a credit or refund (as an overpayment of tax 
for 1966) of the decrease in tax for 1964 and 
for such other years prior to 1966 as are af¬ 
fected. It shall not, however, apply one 
method for computing the tax with respect 
to the redemptions in 1966 of the nonquali¬ 
fied written notices of allocation paid in 1964 
and the other method with respect to the re¬ 
demption in 1966 of the nonqualified written 
notices of allocation paid in 1965. 

TAX TREATMENT BY PATRONS 
OF PATRONAGE DIVIDENDS 

§ 1.1385 Statutory provisions; tax treat¬ 
ment by patrons of patronage divi¬ 
dends; amounts includible in pa¬ 
tron’s gross income. 

Sec. 1385. Amounts includible in patron's 
gross income —(a) General rule. Except as 
otherwise provided in subsection (b), each 
person shall include in gross income— 

(1) The amount of any patronage dividend 
which is paid in money, a qualified written 
notice of allocation, or other property (except 
a nonqualified written notice of allocation), 
and which is received by him during the tax¬ 
able year from an organization described in 
section 1381(a), and 

(2) Any amount, described in section 1382 
(c) (2) (A) (relating to certain nonpatronage 
distributions by tax-exempt farmers* co¬ 
operatives), which is paid in money, a quali¬ 
fied written notice of allocation, or other 
property (except a nonqualified written 
notice of allocation), and which is received 
by him during the taxable year from an 
organization described in section 1381(a) (1). 

(b) Exclusion from gross income. Under 
regulations prescribed by the Secretary or his 
delegate, the amount of any patronage divi¬ 
dend, and any amount received on the re¬ 
demption, sale, or other disposition of a 
nonqualified written notice of allocation 


which was paid as a patronage dividend, shall 
not be included in gross income to the extent 
that such amount— 

(1) Is properly taken into account as an 
adjustment to basis of property, or 

(2) Is attributable to personal, living, or 
family items. 

(c) Treatment of certain nonqualified 
written notices of allocation —(1) Applica¬ 
tion of subsection. This subsection shall 
apply to any nonqualified written notice of 
allocation which— 

(A) Was paid as a patronage dividend, or 

(B) Was paid by an organization described 
in section 1381(a)(1) on a patronage basis 
with respect to earnings derived from busi¬ 
ness or sources described in section 1382 
(c)(2)(A). 

(2) Basis; amount of gain. In the case of 
any nonqualified written notice of alloca¬ 
tion to which this subsection applies, for 
purposes of this chapter— 

(A) The basis of such written notice of 
allocation in the hands of the patron to 
whom such written notice of allocation was 
paid shall be zero, 

(B) The basis of such written notice of 
allocation which was acquired from a de¬ 
cedent shall be its basis in the hands of the 
decedent, and 

(C) Gain on the redemption, sale, or other 
disposition of such written notice of alloca¬ 
tion by any person shall, to the extent that 
the stated dollar amount of such written 
notice of allocation exceeds its basis, be con¬ 
sidered as gain from the sale or exchange 
of property which is not a capital asset. 

[Sec. 1385 as added by sec. 17(a), Rev. Act 
1962 (76 Stat. 1048) ] 

§ 1.1385—1 Amounts includible in pa¬ 
tron’s gross income. 

(a) General rules. Section 1385(a) 
requires every person to include in gross 
income the following amounts received 
by him during the taxable year, to the 
extent paid by the organization in money, 
a qualified written notice of allocation, 
or other property (other than a non¬ 
qualified written notice of allocation): 

(1) The amount of any patronage divi¬ 
dend received from an organization 
subject to the provisions of part I, sub¬ 
chapter T, chapter 1 of the Code, unless 
such amount is excludable from gross 
income under the provisions of section 
1385(b) and paragraph (c) of this sec¬ 
tion, and 

(2) The amount of any distribution re¬ 
ceived from a farmers’, fruit growers’, 
or like association, organized and op¬ 
erated in compliance with the require¬ 
ments of section 521 and § 1.521-1, which 
is paid on a patronage basis with respect 
to earnings derived by such association 
either from business done with or for the 
United States or any of its agencies or 
from sources other than patronage. 

The amounts described in subparagraphs 
(1) and (2) of this paragraph are in¬ 
cludible in gross income for the taxable 
year in which they are received even 
though the cooperative organization was 
allowed a deduction for such amounts 
for its preceding taxable year because 
they were paid during the payment pe¬ 
riod for such preceding taxable year. 
Similarly, such amounts are includible 
in gross income even though the coop¬ 
erative organization is not permitted any 
deduction for such amounts under the 
provisions of section 1382 because such 
amounts were not paid within the time 
prescribed by such section. 
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(b) Treatment of certain nonqualified 
written notices of allocation . (1) Except 
as provided in paragraph (c) of this sec¬ 
tion, any gain on the redemption, sale, 
or other disposition of a nonqualified 
written notice of allocation described in 
subparagraph (2) of this paragraph 
shall, to the extent that the stated dol¬ 
lar amount of such written notice of 
allocation exceeds its basis, be considered 
as gain from the sale or exchange of 
property which is not a capital asset, 
whether such gain is realized by the 
patron who received the nonqualified 
written notice of allocation initially or 
by any subsequent holder. Any amount 
realized on the redemption, sale, or other 
disposition of such a nonqualified writ¬ 
ten notice of allocation in excess of its 
stated dollar amount will be treated 
under the applicable provisions of the 
Code. For example, amounts received 
in redemption of a nonqualified written 
notice of allocation which are in excess 
of the stated dollar amount of such writ¬ 
ten notice of allocation and which, in 
effect, constitute interest shall be treated 
by the recipient as interest. 

(2) The nonqualified written notices 
of allocation to which subparagraph (1) 
of this paragraph applies are the fol¬ 
lowing: 

(i) A nonqualified written notice of 
allocation which was paid as a patronage 
dividend (within the meaning of section 
1388(a) and paragraph (a) of § 1.1388- 
1), by a cooperative organization subject 
to the provisions of part I of subchapter 
T, and 

(ii) A nonqualified written notice of 
allocation which was paid by a farmers’, 
fruit growers’, or like association, or¬ 
ganized and operated in compliance with 
the requirements of section 521 and 
§ 1.521-1, to patrons on a patronage basis 
with respect to earnings derived either 
from business done with or for the United 
States or any of its agencies or from 
sources other than patronage. 

(3) The basis of any nonqualified writ¬ 
ten notice of allocation described in sub- 
paragraph (2) of this paragraph, in the 
hands of the patron to whom such writ¬ 
ten notice of allocation was initially 
paid shall be zero, and the basis of such 
a written notice of allocation which 
was acquired from a decedent shall be 
its basis in the hands of the decedent. 

(4) The application of this paragraph 
may be illustrated by the following 
example: 

Example. A, a farmer, receives a patron¬ 
age dividend from the X Cooperative, in the 
form of a nonqualified written notice of al¬ 
location, which is attributable to the sale of 
his crop to that cooperative organization. 
The stated dollar amount of the nonqualified 
written notice of allocation is $100. The 
basis of the written notice of allocation in 
the hands of A is zero and he must report 
any amount up to $100 received by him on its 
redemption, sale, or other disposition, as 
ordinary income. If A gives the written 
notice of allocation to his son B, B takes A’s 
(the donor’s) basis which is zero, and any 
gain up to $100 which B later realizes on its 
redemption, sale, or other disposition is ordi¬ 
nary income. Similstrly, if A dies before 
realizing any gain on the nonqualified writ¬ 
ten notice of allocation, B, his legatee, has a 
zero basis for such written notice of alloca¬ 
tion and any gain up to $100 which he then 


realizes on its redemption, sale, or other dis¬ 
position is also ordinary income. Such gain 
is income in respect of a decedent within the 
meaning of section 691(a) and § 1.691 (a)-1. 

(c) Treatment of patronage dividends 
received with respect to certain prop¬ 
erty —(1) Exclusions from gross income. 
Except as provided in subparagraph (2) 
of this paragraph, gross income shall not 
include— 

(1) Any amount of a patronage divi¬ 
dend described in paragraph (a)(1) of 
this section which is received with re¬ 
spect to the purchase of supplies, equip¬ 
ment, or services, which were not used 
in the trade or business and the cost of 
which was not deductible under section 
212, or which is received with respect to 
the marketing or purchasing of a capital 
asset (as defined in section 1221) or 
property used in the trade or business of 
a character which is subject to the al¬ 
lowance for depreciation provided in sec¬ 
tion 167; and 

(ii) Any amount (to the extent 
treated as ordinary income under para¬ 
graph (b) of this section) received on 
the redemption, sale, or other disposi¬ 
tion of a nonqualified written notice of 
allocation which was received as a pa¬ 
tronage dividend with respect to the pur¬ 
chase of supplies, equipment, or services, 
which were not used in the trade or busi¬ 
ness and the cost of which was not de¬ 
ductible under section 212, or which was 
received as a patronage dividend with 
respect to the marketing or purchasing 
of a capital asset (as defined in section 
1221) or property used in the trade or 
business of a character which is subject 
to the allowance for depreciation pro¬ 
vided in section 167. 

(2) Special rules, (i) If an amount 
described in subparagraph (1) of this 
paragraph relates to the purchase of a 
capital asset (as defined in section 1221), 
or property used in the trade or business 
of a character which is subject to the al¬ 
lowance for depreciation provided in sec¬ 
tion 167, and the person receiving such 
amount owned such asset or property at 
any time during the taxable year in 
which such amount is received, then 
such amount shall be taken into account 
as an adjustment to the basis of such 
property or asset as of the first day of 
the taxable year in which such amount 
is received. To the extent that such 
amount exceeds the adjusted basis of 
such property it shall be taken into ac¬ 
count as ordinary income. 

(ii) If an amount described in sub- 
paragraph (1) of this paragraph relates 
to the marketing or purchasing of a capi¬ 
tal asset (as defined in section 1221), 
or property used in the trade or business 
of a character which is subject to the 
allowance for depreciation provided in 
section 167, and the person receiving 
such amount did not own the asset or 
property at any time during the taxable 
year in which such amount is received, 
then such amount shall be included in 
gross income as ordinary income except 
that— 

(a) If such amount relates to a capital 
asset (as defined in section 1221) which 
was held by the recipient for more than 
six months and with respect to which a 
loss was or would have been deductible 


under section 165, such amount shall he Ld 
taken into account as gain from the saio 1 11 
or exchange of a capital asset held for I i 
more than six months; 1 0 

<b) If such amount relates to a capital 
asset (as defined in section 1221) with! 0 
respect to which a loss was not or would F 0 
not have been deductible under section 
165, such amount shall not be taken 
into account. 

(iii) If an amount described in sub 
paragraph (1) of this paragraph relates 
to the marketing of a capital asset (as 
defined in section 1221) or property used 
in the trade or business of a character 
which is subject to the allowance for 
depreciation provided in section 167 and 
such amount is received by the patron 
in the same taxable year during which 
he marketed the asset to which it relates I 
such amount shall be treated as an addi- j 
tional amount received on the sale or I 
other disposition of such asset. 

(iv) If a person receiving a patronage 
dividend or an amount on the redemp¬ 
tion, sale, or other disposition of a non¬ 
qualified written notice of allocation 
which was received as a patronage divi¬ 
dend is unable to determine the item to | 
which it relates, he shall include such 1 
patronage dividend or such amount in 
gross income as ordinary income in the j 
manner and to the extent provided in 
paragraph (a) or (b) of this section, 
whichever is applicable. 

(3) The application of this paragraph 
may be' illustrated by the following 
examples: 

Example (I). On July 1, 1964, P, a pa¬ 
tron of a cooperative association, purchases 
an implement for use in his farming busi¬ 
ness from such association for $2,900. The 
implement has an estimated useful life of 
three years and has an estimated salvage 
value of $200 which P chooses to take into 
account in the computation of depreciation. 

P files his income tax returns on a calen¬ 
dar year basis. For 1964 P claims deprecia¬ 
tion of $450 with respect to the implement 
pursuant to his use of the straight-line 
method at the rate of $900 per year. On 
July 1, 1965, the cooperative association pays 
a patronage dividend to P of $300 in cash 
with respect to his purchase of the farm 
implement. P will adjust the basis of the 
implement and will compute his deprecia¬ 
tion deduction for 1965 (and subsequent 
taxable years) as follows: 

Cost of farm implement, July 1, 1964_ $2,900 
Less: 

Salvage value_ 200 

Depreciation for 1964 (6 mos.)__ 450 

Adjustment as of Jan. 1, 1965 for 

cash patronage dividend_ 300 

Total_ 950 

Basis for depreciation for the re¬ 
maining 2 Vo years of estimated 

life_ 1.950 

Depreciation deduction for 1965 
($1,950 divided by the 2 y 2 years of 
remaining life)_ 780 

Example (2) . Assume the same facts as in 
example (1), except that on July 1, 1965, the 
cooperative association paid a patronage 
dividend to P with respect to his purchase of 
the implement in the form of a nonqualified 
written notice of allocation having a stated 
dollar amount of $300. Since such written 
notice of allocation was not qualified, no 
amount of the patronage dividend was taken 
into account by P as an adjustment to the 
basis of the implement, or in computing his 
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predation deduction, for the year 1965. In 
S P receives $300 cash from the associa- 
full redemption of the written notice 
Allocation. Prior to 1968, he had recov- 
through depreciation $2,700 of the cost 
7? h ! implement, leaving an adjusted basis 
° *200 (the salvage value). For the year 
JL; the redemption proceeds of $300 are 
nolied against the adjusted basis of $200, 
Slicing the basis of the implement to zero, 
the balance of the redemption proceeds, 
JJS, is includable as ordinary income in P's 
’ income for the calendar year 1968. If 
E patronage dividend paid to P on July 1, 
iqfl 5 had been in the form of $60 cash (20 
Zrcent of $300) and a qualified written no¬ 
tice of allocation with a stated dollar amount 
nf *240 then the tax treatment of such pa¬ 
tronage dividend would be that illustrated 

In example (1). , . . 

Example (3). Assume the same facts as in 
example (2), except that the nonqualified 
written notice of allocation is redeemed in 
cash on July 1, 1966. The full $300 received 
on redemption will reduce the adjusted basis 
of the implement as of January 1, 1966, and 
the depreciation allowances for 1966 and 1967 
are computed as follows: 

Cost of farm implement, July 1,1964. $2,900 


Salvage value- 200 

Depreciation for 1964 (6 mos.) — 450 

Depreciation for 1965- 900 

Adjustment as of Jan. 1, 1966 for 
proceeds of the redemption— 300 


Total_ 1. 850 


Basis for depreciation on Jan. 1, 

1966 — -- 1.850 

If P uses the implement in his busi¬ 
ness until fully depreciated, he 
would be entitled to the following 
depreciation allowances with re¬ 
spect to such implement: 


For 1966 ___ 700 

For 1967 . -.. 350 

Total. .. 1,050 


Balance to be depreciated- 0 

Example (4). Assume the same facts as 
in example (3), except that P sells the 
implement in 1965. The entire $300 received 
in 1966 in redemption of the nonqualified 
written notice of allocation is includible as 
ordinary income in P’s gross income for the 
year 1966. 

(d) Determination of amount re¬ 
ceived. In determining the amount 
received for purposes of this section— 

(1) Property (other than written 
notices of allocation) shall be taken into 
account at its fair market value when 
received; 

(2) A qualified written notice of allo¬ 
cation shall be taken into account at its 
stated dollar amount; and 

(3) The amount of a qualified check 
shall be considered an amount received 
in money during the taxable year in 
which such check is received if the check 
is endorsed and cashed on or before the 
ninetieth day after the close of the pay¬ 
ment period for the taxable year of the 
cooperative organization in which the 
Patronage to which such amount relates 
occurred. 

(e) Effective date . This section shall 
not apply to any distribution or alloca¬ 
tion received from a cooperative organi¬ 
zation, or to any grain or loss on the 
redemption, sale, or other disposition 
of any allocation received from such an 


organization, if such distribution or al¬ 
location was received with respect to 
patronage occurring in a taxable year 
of the organization beginning before 
January 1, 1963. See § 1.61-5 for the 
tax treatment by patrons of such distri¬ 
butions or allocations. 

definitions; special rules 

§ 1.1388 Statutory provisions; defini¬ 
tions and special rules. 

Sec. 1388. Definitions; special rules —(a) 
Patronage dividend. For purposes of this 
subchapter, the term “patronage dividend” 
means an amount paid to a patron by an 
organization to which part I of this sub¬ 
chapter applies— 

(1) On the basis of quantity or value of 
business done with or for such patron, 

(2) Under an obligation of such organiza¬ 
tion to pay such amount, which obligation 
existed before the organization received the 
amount so paid, and 

(3) Which is determined by reference to 
the net earnings of the organization from 
business done with or for its patrons. 

Such term does not include any amount 
paid to a patron to the extent that (A) such 
amount is out of earnings other than from 
business done with or for patrons, or (B) 
such amount is out of earnings from busi¬ 
ness done with or for other patrons to whom 
no amounts are paid, or to whom smaller 
amounts are paid, with respect to substan¬ 
tially identical transactions. 

(b) Written notice of allocation. For 
purposes of this subchapter, the term “writ¬ 
ten notice of allocation” means any capital 
stock, revolving fund certificate, retain cer¬ 
tificate, certificate of indebtedness, letter of 
advice, or other written notice, which dis¬ 
closes to the recipient the stated dollar 
amount allocated to him by the organization 
and the portion thereof, if any, which con¬ 
stitutes a patronage dividend. 

(c) Qualified written notice of alloca¬ 
tion —(1) Defined. For purposes of this 
subchapter, the term “qualified written 
notice of allocation” means— 

(A) A written notice of allocation which 
may be redeemed in cash at its stated dollar 
amount at any time within a period begin¬ 
ning on the date such written notice of allo¬ 
cation is paid and ending not earlier than 90 
days from such date, but only if the distrib¬ 
utee receives written notice of the right of 
redemption at the time he receives such 
written notice of allocation; and 

(B) A written notice of allocation which 
the distributee has consented, in the manner 
provided in paragraph (2), to take into 
account at its stated dollar amount as pro¬ 
vided in section 1385(a). Such term does 
not include any written notice of alloca¬ 
tion which is paid as part of a patronage 
dividend or as part of a payment described 
in section 1382(c)(2)(A), unless 20 percent 
or more of the amount of such patronage 
dividend, or such payment, is paid in money 
or by qualified check. 

(2) Manner of obtaining consent. A dis¬ 
tributee shall consent to take a written 
notice of allocation into account as pro¬ 
vided in paragraph (1) (B) only by— 

(A) Making such consent in writing, 

(B) Obtaining or retaining membership 
in the organization after— 

(i) Such organization has adopted (after 
the date of the enactment of the Revenue 
Act of 1962) a bylaw providing that member¬ 
ship in the organization constitutes such 
consent, and 

(ii) He has received a written notifica¬ 
tion and copy of such bylaw, or 

(O) If neither subparagraph (A) nor (B) 
applies, endorsing and cashing a qualified 
check, paid as a part of the patronage divi¬ 
dend or payment of which such written 
notice of allocation is also a part, on or 


before the 90th day after the close of the 
payment period for the taxable year of the 
organization for which such patronage divi¬ 
dend or payment is paid. 

(3) Period for which consent is effective — 
(A) General rule. Except as provided in 
subparagraph (B) — 

(i) A consent described in paragraph 
(2) (A) shall be a consent with respect to 
all patronage of the distributee with the 
organization occurring (determined with the 
application of section 1382(e)) during the 
taxable year of the organization during 
which such consent is made and all subse¬ 
quent taxable years of the organization; and 

(ii) A consent described in paragraph 
(2) (B) shall be a consent with respect to 
all patronage of the distributee with the or¬ 
ganization occurring (determined without 
the application of section 1382(e)) after he 
received the notification and copy described 
in paragraph (2) (B) (ii) . 

(B) Revocation, etc. (i) Any consent de¬ 
scribed in paragraph (2) (A) may be revoked 
(in writing) by the distributee at any time. 
Any such revocation shall be effective with 
respect to patronage occurring on or after 
the first day of the first taxable year of the 
organization beginning after the revoca¬ 
tion is filed with such organization; except 
that in the case of a pooling arrangement 
described in section 1382(e), a revocation 
made by a distributee shall not be effective 
as to any pool with respect to which the 
distributee has been a patron before such 
revocation. 

(ii) Any consent described in paragraph 
(2) (B) shall not be effective with respect 
to any patronage occurring (determined 
without the application of section 1382(e)) 
after the distributee ceases to be a member 
otf the organization or after the bylaws 
of the organization cease to contain the pro¬ 
vision described in paragraph (2)(B)(i). 

(4) Qualified check. For purposes of this 
subchapter, the term “qualified check” 
means only a check (or other instrument 
which is redeemable in money) which is 
paid as a part of a patronage dividend, or 
as a part of a payment described in section 
1382(c) (2) (A), to a distributee who has not 
given consent as provided in paragraph (2) 
(A) or (B) with respect to such patronage 
dividend or payment, and on which there is 
clearly imprinted a statement that the en¬ 
dorsement and cashing of the check (or other 
instrument) constitutes the consent of the 
payee to include in his gross income, as pro¬ 
vided In the Federal income tax laws, the 
stated dollar amount of the written notice 
of allocation which is a part of the patronage 
dividend or payment of which such qualified 
check is also a part. Such term does not 
include any check (or other instrument) 
which is paid as part of a patronage dividend 
or payment which does not include a written 
notice of allocation (other than a written 
notice of allocation described in paragraph 
(1)(A)). 

(d) Nonqualified written notice of alloca¬ 
tion. For purposes of this subchapter, the 
term “nonqualified written notice of alloca¬ 
tion” means a written notice of allocation 
which is not described in subsection (c) or 
a qualified check which is not cashed on or 
before the 90th day after the close of the 
payment period for the taxable year for 
which the distribution of which it is a part 
is paid. 

(e) Determination of amount paid or re¬ 
ceived. For purposes of this subchapter, 
in determining amounts paid or received— 

(1) Property (other than a written notice 
of allocation) shall be taken into account 
at its fair market value, and 

(2) A qualified written notice of alloca¬ 
tion shall be taken into account at its stated 
dollar amount. 

[Sec. 1388 as added by sec. 17(a), Rev. Act 
1962 (76 Stat. 1049)] 
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§ 1.1388—1 Definitions and special 
rules, 

(a) Patronage dividend —(1) In gen¬ 
eral. The term “patronage dividend” 
means an amount paid to a patron by a 
cooperative organization subject to the 
provisions of part I, subchapter T, chap¬ 
ter 1 of the Code, which is paid— 

(1) On the basis of quantity or value 
of business done with or for such patron, 

(ii) Under a valid enforceable written 
obligation of such organization to the 
patron to pay such amount, which obli¬ 
gation existed before the cooperative or¬ 
ganization received the amount so paid, 
and 

(iii) Which is determined by reference 
to the net earnings of the cooperative or¬ 
ganization from business done with or for 
its patrons. 

For the purpose of subdivision (ii) of this 
subparagraph, amounts paid by a coop¬ 
erative organization are paid under a 
valid enforceable written obligation if 
paid pursuant to provisions of the bylaws, 
articles of incorporation, or other writ¬ 
ten contract, whereby the organization 
is obligated to make such payment. Net 
earnings for purposes of subdivision 
(iii) of this subparagraph shall not be 
reduced by any taxes imposed by subtitle 
A of the Code, but shall be reduced by 
dividends paid on capital stock or other 
proprietary capital interests. 

(2) Exceptions. The term “patronage 
dividend” does not include the follow¬ 
ing: 

(i) An amount paid to a patron by a 
cooperative organization to the extent 
that such amount is paid out of earnings 
not derived from business done with or 
for patrons. 

(ii) An amount paid to a patron by a 
cooperative organization to the extent 
that such amount is paid out of earnings 
from business done with or for other 
patrons to whom no amounts are paid, 
or to whom smaller amounts are paid, 
with respect to substantially identical 
transactions. Thus, if a cooperative or¬ 
ganization does not pay any patronage 
dividends to nonmembers, any portion 
of the amounts paid to members which 
is out of net earnings from patronage 
with nonmembers, and which would 
have been paid to the nonmembers if 
all patrons were treated alike, is not a 
patronage dividend. 

(iii) An amount paid to a patron by 
a cooperative organization to the extent 
that such amount is paid in redemption 
of capital stock, or in redemption or sat¬ 
isfaction of certificates of indebtedness, 
revolving fund certificates, retain cer¬ 
tificates, letters of advice, or other sim¬ 
ilar documents, even if such documents 
were originally paid as patronage 
dividends. 

(iv) An amount paid to a patron by 
a cooperative organization to the extent 
that such amount is fixed without refer¬ 
ence to the net earnings of the coopera¬ 
tive organization from business done 
with or for its patrons. For this purpose, 
the term “net earnings” includes the ex¬ 
cess of amounts retained (or assessed) 
by the organization to cover expenses or 
other items over the amount of such 
expenses or other items. 


(3) Examples. The application of 
subparagraphs (1) and (2) of this para¬ 
graph may be illustrated by the follow¬ 
ing examples: 

Example (1 ). (i) Cooperative A, a mar¬ 

keting association operating on a pooling 
basis, receives the products of patron W on 
January 5, 1964. On the same day coopera¬ 
tive A advances to W 45 cents per unit for 
the products so delivered and allocates to 
him a “retain certificate” having a face value 
calculated at the rate of 5 cents per unit. 
During the operation of the pool, and before 
substantially all the products in the pool are 
disposed of, cooperative A advances to W an 
additional 40 cents per unit, the amount be¬ 
ing determined by reference to the market 
price of the products sold and the anticipated 
price of the unsold products. At the close 
of the pool on November 10 , 1964, coopera¬ 
tive A determines the excess of its receipts 
over the sum of its expenses and its previous 
advances to patrons, and allocates to W 
an additional 3 cents per unit and shares of 
the capital stock of A having an aggregate 
stated dollar amount calculated at the rate 
of 2 cents per unit. Under the provisions 
of section 1382(e), W’s patronage is deemed 
to occur in 1964, the year in which the pool 
is closed. 

(ii) The patronage dividend paid to W 
during 1964 amounts to 5 cents per unit, con¬ 
sisting of the aggregate of the following per- 
unit allocations: The amount of the cash dis¬ 
tribution (3 cents), and the stated dollar 
amount of the capital stock of A (2 cents), 
which are fixed with reference to the net 
earnings of A. The amount of the two dis¬ 
tributions in cash (85 cents) and the face 
amount of the “retain certificate” (5 cents), 
which are fixed without reference to the net 
earnings of A, do not constitute patronage 
dividends. 

Example (2). Cooperative B, a marketing 
association operating on a pooling basis, re¬ 
ceives the products of patron X on March 5, 
1964. On the same day cooperative B pays 
to X $1.00 per unit for such products, this 
amount being determined by reference to the 
market price of the product when received, 
and issues to him a participation certificate 
having no face value but which entitles X 
on the close of the pool to the proceeds de¬ 
rived from the sale of his products less the 
previous payment of $ 1.00 and the expenses 
and other charges attributable to such prod¬ 
ucts. On March 5, 1967, cooperative B, hav¬ 
ing sold the products in the pool, having 
deducted the previous payments for such 
products, and having determined the ex¬ 
penses and other charges of the pool pays to 
X, in cash, 10 cents per unit pursuant to the 
participation certificate. Under the pro¬ 
visions of section 1382(e), X’s patronage is 
deemed to occur in 1967, the year in which 
the pool is closed. The payment made to 
X during 1967, amounting to 10 cents per 
unit, is a patronage dividend. Neither the 
payment to X in 1964 of $1.00 nor the issu¬ 
ance to him of the participation certificate 
in that year constitutes a patronage 
dividend. 

Example (3). Cooperative C, a purchasing 
association, obtains supplies for patron Y 
on May 1, 1964, and receives in return there¬ 
for $100. On February 1, 1965, cooperative 
C, having determined the excess of its re¬ 
ceipts over its costs and expenses, pays to 
Y a cash distribution of $1.00 and a revolving 
fund certificate with a stated dollar amount 
of $1.00. The amount of patronage dividend 
paid to Y in 1965 is $2.00, the aggregate of 
the cash distribution ($ 1 . 00 ) and the stated 
dollar amount of the revolving fund certifi¬ 
cate ($ 1 . 00 ). 

Example (4). Cooperative D, a service 
association, sells the products of members on 
a fee basis. It receives the products of pa¬ 
tron Z under an agreement not to pool his 
products with those of other members, to 


sell his products, and to deliver to him 

nrnnoflHo nf a on i*v j. _ — ^Uul ixlgi 


proceeds of the sale. Patron z makes i 


ments to cooperative D during 19 R 4 „„„ 1 
gating $75 for service rendered him hv 8 .!' 
operative D during that year. On Mav k'I 
1965, cooperative D, having determined th.l 
excess of its receipts over its costs and e» I 
penses, pays to Z a cash distribution of *2 r«l 
Such amount is a patronage dividend naid I 
by cooperative D during 1965. p 10 ■ 


(b) Written notice of ctllocetion Thel 
term “written notice of allocation”! 
means any capital stock, revolving fundi 
certificate, retain certificate, certificate 
of indebtedness, letter of advice, or other 
written notice, which discloses to thel 
patron the stated dollar amount allo¬ 
cated to him on the books of the coon 1 
erative organization, and the portion 
thereof, if any, which constitutes a 
patronage dividend. Thus, a mere 
credit to the account of a patron on the 
books of the organization without dis¬ 
closure to the patron, is not a written 
notice of allocation. A written notice of 
allocation may disclose to the patron the 
amount of the allocation which consti¬ 
tutes a patronage dividend either as a j 
dollar amount or as a percentage of the 
stated dollar amount of the written : 
notice of allocation. 

(c) Qualified written notice of alloca - j 
tion —(1) In general. The term “quali- ! 
tied written notice of allocation” means 
a written notice of allocation— 

(i) Which meets the requirements of 
subparagraph (2) or (3) of this para¬ 
graph, and 

(ii) Which is paid as part of a patron¬ 
age dividend, or as part of a payment 
by a cooperative association organized 
and operated in compliance with the 
provisions of section 521 and § 1.521-1 to 
patrons on a patronage basis with re¬ 
spect to earnings derived from business 
done with or for the United States or 1 
any of its agencies or from sources other 
than patronage, that also includes a 
payment in money or by qualified check 
equal to at least 20 percent of such 
patronage dividend or such payment. 


In determining, for purposes of subdi¬ 
vision (ii) of this subparagraph, whether 
20 percent of a patronage dividend or a 
payment with respect to nonpatronage 
earnings is paid in money or by qualified 
check, any portion of such dividend or 
payment which is paid in nonqualified 
written notices of allocation may be dis¬ 
regarded. Thus, if a cooperative pays a 
patronage dividend of $100 in the form of 
a nonqualified written notice of alloca¬ 
tion with a stated dollar amount of $50, 
a written notice of allocation with a 
stated dollar amount of $40, and money 
in the amount of $10, the written notice 
of allocation with a stated dollar amount 
of $40 will constitute a qualified written 
notice of allocation if it meets the re¬ 
quirements of subparagraph (2) or (3) 
of this paragraph. A “payment in 
money”, as that term is used in subdi¬ 
vision (ii) of this subparagraph, does not 
include a credit against amounts owed 
by the patron to the cooperative organi¬ 
zation, a credit against the purchase 
price of a share of stock or of a mem¬ 
bership in such organization, nor does it 
include a payment by means of a docu¬ 
ment redeemable by such organization 
for money. 
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/n\ written notice of allocation re- 
Enable in cash. The term “qualified 
Sen notice of allocation” includes a 
r Hen notice of allocation which meets 
therMuirement of subparagraph (1) Ui) 
5this paragraph and which may be re- 
emed in cash at its stated dollar 
amount at any time within a period be- 
rinning on the date such written notice 
rf allocation is paid and ending not ear- 
lipr than 90 days from such date, but 
, n i v if the distributee receives written 
notice of the right of redemption at the 
time he receives such written notice of 
allocation. The written notice of the 
right of redemption referred to in the 
oreceding sentence shall be given sepa¬ 
rately to each patron. Thus, a written 
notice of the right of redemption which 
is published in a newspaper or posted 
at the cooperative’s place of business 
would not be sufficient to qualify a writ¬ 
ten notice of allocation which is other¬ 
wise described in this subparagraph. 

(3) Consent of patron. The term 
“qualified written notice of allocation” 
also includes a written notice of alloca¬ 
tion which meets the requirement of sub- 
paragraph (1) (ii) of this paragraph and 
which the distributee has consented, in 
a manner provided in this subparagraph, 
to take into account at its stated dollar 
amount as provided in section 1385 and 


§1.1385-1. , , ,, , 

(i) Consent in writing. A distributee 
may consent to take the stated dollar 
amount of written notices of allocation 
into account under section 1385 by sign¬ 
ing and furnishing a written consent to 
the cooperative organization. No special 
form is required for the written consent 
so long as the document on which it is 
made clearly discloses the terms of the 
consent. Thus, the written consent may 
be made on a signed invoice, sales slip, 
delivery ticket, marketing agreement, or 
other document, on which appears the 
appropriate consent. Unless the written 
consent specifically provides to the con¬ 
trary, it shall be effective with respect 
to all patronage occurring during the 
taxable year of the cooperative organi¬ 
zation in which such consent is received 
by such organization and, unless revoked 
under section 1388(c) (3) (B), for all sub¬ 
sequent taxable years. Section 1388(c) 
(3) (B) (i) provides that a written con¬ 
sent may be revoked by the patron at any 
time. Thus, any written consent which 
is, by its terms, irrevocable is not a con¬ 
sent that would qualify a written notice 
of allocation. A revocation, to be ef¬ 
fective, must be in writing, signed by 
the patron, and furnished to the co¬ 
operative organization. Such a revoca¬ 
tion shall be effective only with respect 
to patronage occurring after the close 
of the taxable year of the cooperative 
organization during which the revoca¬ 
tion is filed with it. In the case of a 
pooling arrangement described in sec¬ 
tion 1382(e) and § 1.1382-5, a written 
consent which is made at any time be¬ 
fore the close of the taxable year of the 
cooperative organization during which 
the pool closes shall be effective with 
respect to all patronage under that pool. 
In addition, any subsequent revocation 
of such consent by the patron will not 
be effective for that pool or any other 
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pool with respect to which he has been 
a patron before such revocation. 

(ii) Consent by membership, (a) A 
distributee may consent to take the 
stated dollar amount of written notices 
of allocation into account under section 
1385 by obtaining or retaining member¬ 
ship in the cooperative organization 
after such organization has adopted a 
valid bylaw providing that membership 
in such cooperative organization consti¬ 
tutes such consent, but such consent 
shall take effect only after the distribu¬ 
tee has received a written notification of 
the adoption of the bylaw provision and 
a copy of such bylaw. The bylaw must 
have been adopted by the cooperative 
organization after October 16, 1962, and 
must contain a clear statement that 
membership in the coperative organiza¬ 
tion constitutes the prescribed consent. 
The written notification from the co¬ 
operative organization must inform the 
patron that this bylaw has been adopted, 
the date of its adoption, and of its signi¬ 
ficance. The notification and copy of 
the bylaw shall be given separately to 
each member (or prospective member); 
thus, a written notice and copy of the 
bylaw which are published in a news¬ 
paper or posted at the cooperative’s place 
of business are not sufficient to qualify 
a written notice of allocation under this 
subdivision. A member (or prospective 
member) is presumed to have received 
the notification and copy of the bylaw 
if they were sent to his last known ad¬ 
dress by ordinary mail. A prospective 
member must receive the notification 
and copy of the bylaw before he be¬ 
comes a member of the organization in 
order to have his membership in the 
organization constitute consent. A con¬ 
sent made in the manner described in 
this subdivision shall be effective only 
with respect to patronage occurring 
after the patron has received a copy 
of the bylaw and the prerequisite notice 
and while he is a member of the organi¬ 
zation. Thus, any such consent shall 
not be effective with respect to any pa¬ 
tronage occurring after the patron 
ceases to be a member of the coopera¬ 
tive organization or after the bylaw pro¬ 
vision is repealed by such organization. 
In the case of a pooling arrangement de¬ 
scribed in section 1382(e) and §1.1382-5, 
a consent made under this subdivision 
will be effective only with respect to the 
patron’s actual patronage occurring 
after he receives the notification and 
copy of the bylaw and while he is a 
member of the cooperative organiza¬ 
tion. Thus such a consent shall not be 
effective with respect to any patronage 
under a pool after the patron ceases to 
be a member of the cooperative organi¬ 
zation or after the bylaw provision is 
repealed by the organization. 

(b) The following is an example of a 
bylaw provision which would meet the 
requirements prescribed in (a) of this 
subdivision. 

Example. Each person who hereafter ap¬ 
plies for and is accepted to membership in 
this cooperative and each member of this 
cooperative on the effective date of this by¬ 
law who continues as a. member after such 
date shall, by such act alone consent that 
the amount of any distributions with respect 


to his patronage occurring after-- 

which are made in written notices of alloca¬ 
tion (as defined in 26 U.S.C. 1388) and which 
are received by him from the cooperative, 
will be taken into account by him at their 
stated dollar amounts in the manner pro¬ 
vided in 26 U.S.C. 1385(a) in the taxable 
year in which such written notices of alloca¬ 
tion are received by him. 

(c) For purposes of this subdivision 
the term “member” means a person who 
is entitled to participate in the manage¬ 
ment of the cooperative organization. 

(iii) Consent by qualified check, (a) 

A distributee may consent to take the 
stated dollar amount of a written notice 
of allocation into account under section 
1385 by endorsing and cashing a qualified 
check which is paid as a part of the same 
patronage dividend or payment de¬ 
scribed in subparagraph (1) (ii) of this 
paragraph of which the written notice of 
allocation is also a part. In order to 
constitute an effective consent under this 
subdivision, however, the qualified check 
must be endorsed and cashed by the 
payee on or before the ninetieth day 
after the close of the payment period for 
the taxable year of the cooperative or¬ 
ganization with respect to which the 
patronage dividend or payment is paid 
(or on or before such earlier day as may 
be prescribed by the cooperative organ¬ 
ization) . The endorsing and cashing of 
a qualified check shall be considered a 
consent only with respect to written 
notices of allocation which are part of 
the same patronage dividend or payment 
as the qualified check and for which a 
consent under subdivision (i) or (ii) of 
this subparagraph is not in effect. A 
qualified check is presumed to be en¬ 
dorsed and cashed within the 90-day pe¬ 
riod if the earliest bank endorsement 
which appears thereon bears a date no 
later than 3 days after the end of such 
90-day period (excluding Saturdays, 
Sundays, and legal holidays). 

( b ) The term “qualified check” means 
a check, or other instrument redeemable 
in money, which is paid as a part of a 
patronage dividend or payment de¬ 
scribed in subparagraph (1) (ii) of this 
paragraph, on which there is clearly im¬ 
printed a statement that the endorse¬ 
ment and cashing of the check or other 
instrument constitutes the consent of 
the payee to take into account, as pro¬ 
vided in the Federal income tax laws, 
the stated dollar amount of any written 
notices of allocation which are paid as 
a part of the patronage dividend or pay¬ 
ment of which such check or other in¬ 
strument is also a part. A qualified 
check need not be in the form of an 
ordinary check which is payable through 
the banking system. It may, for exam¬ 
ple, be in the form of an instrument 
which is redeemable in money by the 
cooperative organization. The term 
“qualified check” does not include a 
check or other instrument paid as part 
of a patronage dividend or payment with 
respect to which a consent under sub¬ 
division (i) or (ii) of this subparagraph 
is in effect. In addition, the term “qual¬ 
ified check” does not include a check or 
other instrument which is paid as part 
of a patronage dividend or payment, if 
such patronage dividend or payment does 
not also include a written notice of alio- 
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cation (other than a written notice of 
allocation that may be redeemed in cash 
at its stated dollar amount which meets 
the requirements of section 1388(c) (1) 
(A) and subparagraph (2) of this para¬ 
graph) . Thus, a check which is paid as 
part of a patronage dividend is not a 
qualified check (even though it has the 
required statement imprinted on it) if 
the remaining portion of such patronage 
dividend is paid in cash or if the only 
written notices of allocation included in 
the payment are qualified under section 
1388(c) (1) (A) and subparagraph (2) of 
this paragraph (relating to certain writ¬ 
ten notices of allocation which are re¬ 
deemable by the patron within a period 
of at least 90 days). 

(c) The provisions of this subdivision 
may be illustrated by the following 
example: 

Example. ( 1) The A Cooperative is a co¬ 
operative organization filing its income tax 
returns on a calendar year basis. None of 
its patrons have consented in the manner 
prescribed in section 1388(c) (2) (A) or (B). 
On August 1, 1964, the A Cooperative pays 
patronage dividends to its patrons with re¬ 
spect to their 1963 patronage, and the pay¬ 
ment to each such patron is partly by a 
qualified check and partly in the form of a 
written notice of allocation which is not re¬ 
deemable for cash. Each patron who en¬ 
dorses and cashes his qualified check on or 
before December 14, 1964 (the ninetieth day 
following the close of the 1963 payment pe¬ 
riod ) shall be considered to have consented 
with respect to the accompanying written 
notice of allocation and the amount of such 
check is treated as a patronage dividend paid 
in money on August 1 , 1964. 

(2) As to any patron who has not endorsed 
and cashed his qualified check by December 
14, 1964, there is no consent and both the 
written notice of allocation and the qualified 
check constitute nonqualified written notices 
of allocation within the meaning of section 
1388 (d) and paragraph (d) of this section. 
If such a patron then cashes his check on 
January 2, 1965, he shall treat the amount 
received as an amount received on January 
2, 1965, in redemption of a nonqualified 
written notice of allocation. Likewise, the 
cooperative shall treat the amount of the 
check as an amount paid on January 2 , 
1965, in redemption of a nonqualified written 
notice of allocation. 
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amended and added provisions read as 
follows: 

§ 1.521 Statutory provisions; exemption 
of farmers’ cooperatives from tax. 

Sec. 521. Exemption of farmers’ coopera - 
fives from tax —(a) Exemption from tax. A 
farmers’ cooperative organization described 
in subsection (b) ( 1 ) shall be exempt from 
taxation under this subtitle except as other¬ 
wise provided in part I of subchapter T (sec. 
1381 and following). Notwithstanding part 
I of subchapter T (sec. 1381 and following), 
such an organization shall be considered an 
organization exempt from income taxes for 
purposes of any law which refers to organiza¬ 
tions exempt from income taxes. 

* * * * • 

(Sec. 521 as amended by sec. 17(b) (1), Rev. 
Act 1962 (76 Stat. 1051)] 

Par. 4. Section 1.521-1 is amended by 
revising paragraph (a)(1) and adding 
a new paragraph (f). The amended and 
added provisions read as follows: 

§ 1.521-1 Farmers’ cooperative market¬ 
ing and purchasing associations; re¬ 
quirements for exemption under 
section 521. 


(d) Nonqualified written notice of allo¬ 
cation. The term “nonqualified written 
notice of allocation” means a written 
notice of allocation which is not a quali¬ 
fied written notice of allocation described 
in section 1388 (c) and paragraph (c) 
of this section, or a qualified check which 
is not cashed on or before the ninetieth 
day after the close of the payment period 
for the taxable year of the cooperative 
organization for which the payment of 
which it is a part is paid. 

Par. 2. Section 1.61-5 is amended by 
adding the following new parargraph: 

§ 1.61—5 Allocations by cooperative as¬ 
sociations; tax treatment as to 
patrons. 

* * * * . * 

(d) Effective date. This section shall 
not apply to any amount the tax treat¬ 
ment of which is prescribed in section 
1385 and § 1.1385-1. 

Par. 3. Section 1.521 is amended by 
revising subsection (a) of section 521 
and by adding a historical note. The 


(a) (1) Cooperative associations en¬ 
gaged in the marketing of farm products 
for farmers, fruit growers, livestock 
growers, dairymen, etc., and turning 
back to the producers the proceeds of 
the sales of their products, less the neces¬ 
sary operating expenses, on the basis of 
either the quantity or the value of the 
products furnished by them, are ex¬ 
empt from income tax except as other¬ 
wise provided in section 522, or part I, 
subchapter T chapter 1 of the Code, and 
the regulations thereunder. For in¬ 
stance, cooperative dairy companies 
which are engaged in collecting milk and 
disposing of it or the products thereof 
and distributing the proceeds, less neces¬ 
sary operating expenses, among the 
producers upon the basis of either the 
quantity or the value of milk or of but- 
terfat in the milk furnished by such 
producers, are exempt from the tax. 
If the proceeds of the business are dis¬ 
tributed in any other way than on such 
a proportionate basis, the association 
does not meet the requirements of the 
Code and is not exempt. In other words, 
nonmember patrons must be treated the 
same as members insofar as the distri¬ 
bution of patronage dividends is con¬ 
cerned. Thus, if products are marketed 
for nonmember producers, the proceeds 
of the sale, less necessary operating ex¬ 
penses, must be returned to the patrons 
from the sale of whose goods such pro¬ 
ceeds result, whether or not such patrons 
are members of the association. In or¬ 
der to show its cooperative nature and 
to establish compliance with the require¬ 
ment of the Code that the proceeds of 
sales, less necessary expenses, be turned 
back to all producers on the basis of 
either the quantity or the value of the 
products furnished by them, it is neces¬ 
sary for such an association to keep 
permanent records of the business done 
both with members and nonmembers. 
The Code does not require, however, that 
the association keep ledger accounts 
with each producer selling through the 
association. Any permanent records 
which show that the association was op¬ 


erating during the taxable year on a m 
operative basis in the distribution nf 
patronage dividends to all producers vhi 
suffice. While under the Code patron^ 
dividends must be paid to all oroducm 
on the same basis, this requirement is 
complied with if an association instep 
of paying patronage dividends to non ' 
member producers in cash, keeps perma" 
nent records from which the propor" 
tionate shares of the patronage dividends 
due to nonmember producers can be de¬ 
termined, and such shares are made an' 
plicable toward the purchase price of a 
share of stock or of a membership in the 
association. See, however, paragraph 
(c) (1) of § 1.1388—1 for the meaning of 
“payment in money” for purposes of 
qualifying a written notice of allocation, 
* * * • * 

(f) A cooperative association will not 
be denied exemption merely because it 
makes payments solely in nonqualified 
written notices of allocation to those 
patrons who do not consent as provided 
in section 1388 and § 1.1388-1, but makes 
payments of 20 percent in cash and the 
remainder in qualified written notices 
of allocation to those patrons who do 
so consent. However, such an associa¬ 
tion will be denied exemption if it other¬ 
wise treats patrons who have not 
consented differently from patrons who 
have consented, either with regard to 
the original payment or allocation or 
with regard to the redemption of written 
notices of allocation. For example, if 
such an association pays patronage divi¬ 
dends in the form of written notices of 
allocation accompanied by qualified 
checks, and provides that any patron 
who does not cash his check within a 
specified time will forfeit the portion of 
the patronage dividend represented by 
such check, then the cooperative asso¬ 
ciation will be denied exemption under 
this section as it does not treat all pa¬ 
trons alike. 

Par. 5. Section 1.522 is amended by 
adding a historical note at the end 
thereof. The historical note reads as 
follows: 

§ 1.522 Statutory provisions; tax on 
farmers’ cooperatives. 

♦ * * * * 

[Sec. 522 repealed by sec. 17(b)(2), Rev. 
Act 1962 (76 Stat. 1051)] 

Par. 6. The following new section Is 
inserted after § 1.522-3: 

§ 1.522—4 Taxable years affected. 

Section 522 and §§ 1.522-1, 1.522-2, 
and 1.522-3, are applicable to taxable 
years beginning before January 1, 1963, 
and also to amounts paid during taxable 
years beginning after December 31,1962, 
the tax treatment of which is not pre¬ 
scribed in section 1382 and the regula¬ 
tions thereunder. 

Par. 7. Paragraph (f) of § 1.6012-2 Is 
amended to read as follows: 
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g 16012-2 Corporations required to 
make returns of income. 

* * * 

(f) farmers' cooperatives. Farmers’ 
operative organizations described in 
lotion 521 are required to make a return 
nTincome whether or not such organiza¬ 
tions are subject to the taxes imposed by 
actions 11 and 1201 as prescribed in 
section 522 or 1381. The return shall be 
made on Form 990-C. 

Par 8 Section 1.6072 is amended by 
revising subsection (d) of section 6072 
and by adding a historical note. These 
amended and added provisions read as 
follows: 

§1.6072 Statutory provisions; time for 
filing income tax returns. 

Sec. 6072. Time for filing income tax re¬ 
turns. * * * 

(d) Returns of cooperative associations. 

In the case of an income tax return of — 

(1) An exempt cooperative association 
described in section 1381(a) (1), or 

(2) An organization described in section 
1381 (a)( 2 ) which is under an obligation to 
pay patronage dividends (as defined in sec¬ 
tion 1388(a) ) in an amount equal to at least 
50 percent of its net earnings from business 
done with or for its patrons, or which paid 
patronage dividends in such an amount out 
of the net earnings from business done with 
or for patrons during the most recent tax¬ 
able year for which it had such net earnings, 

a return made on the basis of a calendar 
year shall be filed on or before the 15th day 
of September following the close of the 
calendar year, and a return made on the basis 
of a fiscal year shall be filed on or before the 
15th day of the 9th month following the 
close of the fiscal year. 

***** 

[Sec. 6072 as amended by sec. 17(b)(3), 
Rev. Aot 1962 (76 Stat. 1051) ] 

Par. 9. Paragraph (d) of § 1.6072-2 is 
amended to read as follows: 

§ 1.6072-2 Time for filing returns of 
corporations. 

***** 

(d) Cooperative organizations. The 
income tax return of the following co¬ 
operative organizations shall be filed on 
or before the fifteenth day of the ninth 
month following the close of the taxable 
year: 

(1) A farmers’, fruit growers’, or like 
association, organized and operated in 
compliance with the requirements of sec¬ 
tion 521 and § 1.521-1; and 

(2) For a taxable year beginning after 
December 31, 1962, a corporation de¬ 
scribed in section 1381(a)(2), which is 
under a valid enforceable written obli¬ 
gation to pay patronage dividends (as 
defined in section 1388(a) and paragraph 
(a) of § 1.1388-1) in an amount equal to 
at least 50 percent of its net earnings 
from business done with or for its pa¬ 
trons, or which paid patronage dividends 
in such an amount out of the net earn¬ 
ings from business done with or for 
patrons during the most recent taxable 
year for which it had such net earnings. 
Net earnings for this purpose shall not 
be reduced by any taxes imposed by sub¬ 
title A of the Code and shall not be 
reduced by dividends paid on capital 
stock or other proprietary interest. 

[F.R. Doc. 62-12869; Piled, Dec. 28, 1962; 

8:48 a.m.j 
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[ 26 CFR Parts 1, 301 1 

INCOME TAX; TAXABLE YEARS BE¬ 
GINNING AFTER DECEMBER 31, 
1953; PROCEDURE AND ADMIN¬ 
ISTRATION 

Requirement of Submission of Addi¬ 
tional Information by Certain Ex¬ 
empt Organizations and To Provide 
for Fuller and More Convenient 
Disclosure of Information to the 
Public 

Notice is hereby given, pursuant to the 
Administrative Procedure Act, approved 
June 11, 1946, that the regulations set 
forth in tentative form below are pro¬ 
posed to be prescribed by the Commis¬ 
sioner of Internal Revenue, with the ap¬ 
proval of the Secretary of the Treasury 
or his delegate. Prior to the final adop¬ 
tion of such regulations, consideration 
will be given to any comments or sugges¬ 
tions pertaining thereto which are sub¬ 
mitted in writing, in duplicate, to the 
Commissioner of Internal Revenue, At¬ 
tention: T:P, Washington 25, D.C., 

within the period of 30 days from the date 
of publication of this notice in the Fed¬ 
eral Register. Any person submitting 
written comments or suggestions who de¬ 
sires an opportunity to comment orally at 
a public hearing on these proposed regu¬ 
lations should submit his request, in 
writing, to the Commissioner within the 
30-day period. In such case, a public 
hearing will be held, and notice of the 
time, place, and date will be published in 
a subsequent issue of the Federal 
Register. The proposed regulations are 
to be issued under the authority con¬ 
tained in section 7805 of the Internal 
Revenue Code of 1954 (68A Stat. 917; 26 
U.S.C. 7805). 

[seal] Mortimer M. Caplin, 

Commissioner of Internal Revenue. 

In order to require the submission of 
additional information by certain exempt 
organizations under section 6033 of the 
Internal Revenue Code of 1954 and to 
provide for fuller and more convenient 
disclosure of information to the public 
under section 6104 of the Internal Reve¬ 
nue Code of 1954 the Income Tax Regu¬ 
lations (26 CFR Part 1) and the Regu¬ 
lations on Procedure and Administration 
(26 CFR Part 301) are amended as 
follows: 

Paragraph 1. Paragraph (a) (4) of 
§ 1.6033-1 is amended to read as follows: 

§ 1.6033-1 Returns by exempt organi¬ 
zations. 

(a) In general. * * * 

(4) Every organization described in 
section 501(c) (3), which is exempt from 
taxation under section 501(a), and which 
is required to file a return under section 
6033 and this section, shall file its annual 
return on Form 990-A, which return 
shall consist of Part I and Part II. Part 
I shall contain, in addition to informa¬ 
tion required in Part II, such informa¬ 
tion as may be prescribed in the return 
and instructions which is required to be 
furnished by section 6033(a) or which is 
necessary to show whether or not such 
organization is exempt from tax under 
section 501(a). Part II, which shall be 


open to public inspection pursuant to 
section 6104 and other applicable sec¬ 
tions and the regulations thereunder, 
shall contain principally the informa¬ 
tion required by section 6033(b) and the 
regulations thereunder. The informa¬ 
tion to be contained in Part n, which 
shall be furnished in duplicate in the 
manner prescribed in the instructions 
issued with respect to the return, is as 
follows: 

(i) Its gross income for the year. For 
this purpose, gross income includes tax- 
exempt income, but does not include 
contributions, gifts, grants, etc., received. 
Whether or not an item constitutes a 
contribution, gift, grant, etc., depends 
upon all the surrounding facts and 
circumstances. 

(ii) Its expenses attributable to such 
income and incurred within the year. 

(iii) Its disbursements out of income 
(including prior years’ accumulations) 
made within the year for the purposes 
for which it is exempt. Information 
shall be included as to the class of ac¬ 
tivity with a separate total for each ac¬ 
tivity as well as the name and address 
of each individual or organization re¬ 
ceiving cash, other property, or services 
within the taxable year. If the donee 
is related by blood, marriage, adoption, 
or employment (including children of 
employees) to any person or corporation 
having an interest in the exempt organi¬ 
zation, such as a creator, donor, director, 
trustee, or officer, the relationship of the 
donee shall be stated. Activities shall be 
classified according to purpose in greater 
detail than merely charitable, educa¬ 
tional, religious, or scientific. For ex¬ 
ample, payments for nursing service, for 
laboratory construction, for fellowships, 
or for assistance to indigent families 
shall be so identified. Where the fair 
market value of property is used as the 
measure of the disbursement, the ad¬ 
justed basis of such property shall also 
be furnished, and any difference between 
the fair market value and adjusted basis 
should be reflected in the books of ac¬ 
count. 

(iv) Its accumulation of income 
within the year. The amount of such 
accumulation is obtained by subtracting 
from the amount in subdivision (i) of 
this subparagraph the sum of the 
amounts determined in subdivisions (ii) 
and (iii) of this subparagraph and the 
expenses allocable to carrying out the 
purposes for which it is exempt. 

(v) Its aggregate accumulation of in¬ 
come at the beginning and end of the 
year. The aggregate accumulation of 
income shall be divided between that 
which is attributable to the gain or loss 
on the sale of assets (excluding inven¬ 
tory items) and that which is attribut¬ 
able to all other income. For this pur¬ 
pose expenses and disbursements shall 
be allocated on the basis of accounting 
records, the governing instrument, or 
applicable local law. 

(vi) Its disbursements out of princi¬ 
pal in the current and prior years for the 
purposes for which it is exempt. With 
respect to disbursements made in the 
current year there shall be included in¬ 
formation as to the class of activity with 
a separate total for each activity as well 
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as the name and address of each indi¬ 
vidual or organization receiving cash, 
other property, or services within the 
taxable year. If the donee is related by 
blood, marriage, adoption, or employ¬ 
ment (including children of employees) 
to any person or corporation having an 
interest in the exempt organization, such 
as a creator, donor, director, trustee, or 
officer, the relationship of the donee 
shall be stated. Activities shall be classi¬ 
fied according to purpose in greater de¬ 
tail than merely charitable, educational, 
religious, or scientific. For example, 
payments for nursing service, for labora¬ 
tory construction, for fellowships, or for 
assistance to indigent families shall be 
so identified. Where the fair market 
value of property is used as the measure 
of the disbursement, the adjusted basis 
of such property shall also be furnished, 
and any difference between the fair mar¬ 
ket value and adjusted basis should be 
reflected in the books of account. The 
expenses allocable to making the dis¬ 
bursements in the current year shall be 
set forth in such detail as is prescribed 
by the form or instructions. 

(vii) A balance sheet showing its as¬ 
sets, liabilities, and net worth as of the 
beginning and end of such year. De¬ 
tailed information on the assets, liabili¬ 
ties, and net worth shall be furnished 
on the schedule provided for this pur¬ 
pose on the Form 990-A. Such schedule 
shall be supplemented by attachments 
where appropriate. 

(viii) The total of the contributions 
and gifts received by it during the year. 
A statement shall be included showing 
the gross amount of contributions and 
gifts collected by the organization, the 
expenses incurred by the organization 
in collecting such amount, and the net 
proceeds. 

(ix) In addition to the information 
required in subdivisions (i) through 
(viii) of this subparagraph, the organi¬ 
zation shall furnish such specific infor¬ 
mation and answer such specific ques¬ 
tions as are required by the form or 
instructions. 

Any organization which filed a Form 
990-A (revised October 1960, or earlier) 
for a taxable year ending before Decem¬ 
ber 31, 1962, on or before the time speci¬ 
fied (including extensions thereof) for 
filing such return, shall not be required 
to file the Form 990-A prescribed in this 
subparagraph. 

***** 

Par. 2. Paragraph (a) of § 301.6104-2 
is amended to read as follows: 

§ 301.6104—2 Publicity of information 

on certain information returns. 

(a) In general. The following infor¬ 
mation, together with the name and ad¬ 
dress of the organization or trust fur¬ 
nishing such information, shall be a 
matter of public record: 

(1) The information furnished on 
Part II of Form 990-A. 

(2) The information furnished pur¬ 
suant to section 6034 (relating to annual 
information required of trusts claiming 
a charitable deduction under section 642 
(c)) on Form 1041-A. 

Such information may be used by the 
Commissioner for the purpose of making 


and publishing statistical or other stud¬ 
ies. 

(b) Place of inspection. Information 
furnished on the public portion of re¬ 
turns for years ending prior to Decem¬ 
ber 31, 1962, shall be available to any 
person during the regular hours of busi¬ 
ness in the office of the district director 
with whom the Form 990-A or 1041-A 
was required to be filed; and information 
furnished on the public portion of re¬ 
turns for taxable years ending on or 
after December 31, 1962, shall be avail¬ 
able to any person in the Office of the 
Director, Public Information Division, 
Internal Revenue Service, Washington 
25, D.C., as well as in the office of the 
district director with whom the forms 
were required to be filed. 

(c) Procedure for public inspection of 
Forms 990-A and 1041-A—( 1) Requests 
for inspection . Forms 990-A and 1041-A 
shall be available for public inspection 
only upon request. If inspection at the 
National Office is desired, the request 
shall be made in writing to the Commis¬ 
sioner of Internal Revenue, Attention: 
Director, Public Information Division, 
Washington 25, D.C. Requests for in¬ 
spection in the office of a district director 
shall be made in writing to the appro¬ 
priate district director. All requests for 
inspection must include the name and 
address of the organization which filed 
the return, the type of return, and the 
taxable year for which filed. 

( 2 ) Time and extent of inspection. A 
person requesting public inspection in 
the manner specified in subparagraph 
(1) of this paragraph shall be notified by 
the Internal Revenue Service when the 
material he desires to inspect will be 
made available for his inspection. Forms 
990-A and 1041-A will be made available 
for public inspection at such reasonable 
and proper times as not to interfere with 
their use by the Internal Revenue Serv¬ 
ice or to exclude other persons from in¬ 
specting them. In addition, the Com¬ 
missioner or district director may limit 
the number of returns to be made avail¬ 
able to any person for inspection on a 
given date. Inspection will be allowed 
only in the presence of an internal reve¬ 
nue officer or employee and only during 
the regular hours of business of the In¬ 
ternal Revenue Service office. 

(3) Copies. Notes may be taken of 
the material opened for inspection under 
this section. Copies may be made man¬ 
ually or photographically in the Na¬ 
tional Office subject to reasonable super¬ 
vision by the Public Information Divi¬ 
sion with regard to the facilities and 
equipment to be employed; and copies 
may be made manually but not photo¬ 
graphically in the offices of the district 
directors. Copies of the material opened 
for inspection will be furnished by the 
Internal Revenue Service to any person 
making request therefor. Requests for 
such copies shall be made in the same 
manner as requests for inspection (see 
subparagraph (1) of this paragraph) to 
the office of the Internal Revenue Serv¬ 
ice in which such material is available 
for inspection as provided in paragraph 
(b) of this section. If made at the time 
of inspection, the request for copies need 
not be in writing. Any copies furnished 
will be certified upon request. The 


Commissioner may prescribe a reason 
able fee for furnishing copies of returns 
pursuant to this section. urns 

[F.R. Doc. 62-12868; Filed, Dec. 28 io fi o. 
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DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

I 43 CFR Part 244 1 

MISCELLANEOUS RIGHTS-OF-WAY 

Notice of Proposed Rule Making 

Basis and purpose . Notice is hereby 
given that, pursuant to the authority 
vested in the Secretary of the Interior by 
section 2478 of the Revised Statutes (43 
U.S.C. 1201), it is proposed to amend 43 
CFR, Subpart D, of Part 244 as set forth 
below. The purpose of this amendment 
is to facilitate the transmission of elec¬ 
tric power and energy by and at the ex¬ 
pense of the United States by providing 
for the utilization of the surplus capacity 
of an electric transmission line in excess 
of the capacity needed by the holder of 
a right-of-way from the United States 
or authorizing the United States to in¬ 
crease the capacity of the line at the ex¬ 
pense of the United States and to utilize 
the increased capacity for the transmis¬ 
sion of electric power and energy. In 
addition, the proposed amendment con¬ 
tains a provision for withholding a 
right-of-way grant if the construction of 
the particular line is not consistent with 
the federal power marketing program as 
determined by the Secretary of the 
Interior. 

It is the policy of the Secretary of the 
Interior, whenever practicable, to afford 
the public an opportunity to participate 
in the rule-making process. Accordingly, 
interested persons may submit written 
comments, suggestions, or objections 
with respect to the proposed amend¬ 
ments, to the Bureau of Land Manage¬ 
ment, Department of the Interior, Wash¬ 
ington 25, D.C., within 30 days of the 
date of publication of this notice in the 
Federal Register. 

Subpart D — Rights-of-Way Through 
Public Lands and Reservations for 
Telephone and Telegraph Lines, 
Electric Power Transmission Lines, 
Radio and Television Sites, and for 
Pipe Lines, Canals, Ditches, and 
Water Plants Under the Acts of 
February 15, 1901 and March 4, 
1911 17 

New paragraphs (c) and (d) are added 
to § 244.43, and new paragraphs (c), (d), 
and (e) are added to § 244.44, reading 
as follows: 

§ 244.43 Transmission lines. 

***** 

(c) The application and maps shall 
specify the width of the right-of-way 
desired. Rights-of-way for power lines 
will be limited to 50 feet on each side of 
the centerline unless sufficient justifica- 

17 In addition to the material under this 
heading, the General Regulations under Sub- 
part A of this part should be consulted. 
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Hon is furnished for a greater width and 
it is otherwise authorized by law. 

(d) It the line is to have a nominal 
voltage of 33kv. or over, the application 
should include a one-line diagram of the 
nroposed line and the immediate inter¬ 
connecting facilities including power 
slants and substations, a power flow 
diagram for proposed line and connect¬ 
ing major lines showing conditions under 
normal use, and typical structure draw¬ 
ings of proposed line showing construc¬ 
tion dimensions and list of materials. 

§244.44 Terms and conditions. 
***** 

(c) Each application for authority to 
survey, locate, commence construction 
work and maintain a facility for the 
generation of electric power and energy 
or for the transmission or distribution 
of electric power and energy of 33 kv or 
higher under this Subpart shall be re¬ 
ferred by the authorized officer to the 
Secretary of the Interior to determine 
the relationship of the proposed facility 
to the power-marketing program of the 
United States. Where the proposed fa¬ 
cility will not conflict with the program 
of the United States the authorized offi¬ 
cer, upon notification to that effect, will 
proceed to act upon the application. In 
the case of necessary changes respecting 
the proposed location, construction, or 
utilization of the facility in order to 
eliminate conflicts with the power-mar¬ 
keting program of the United States, 
the authorized officer shall obtain from 
the applicant written consent to or com¬ 
pliance with such requirements before 
taking further action on the application. 

(d) The applicant shall make provi¬ 
sion, or bear the reasonable cost (as may 
be determined by the Secretary) of mak¬ 
ing provision for avoiding inductive or 
conductive interference between any 
transmission facility or other works con¬ 
structed, operated, or maintained by it on 
the right-of-way authorized under the 
grant and any radio installation, tele¬ 
phone line, or other communication fa¬ 
cilities existing when the right-of-way is 
authorized or any such installation, line 
or facility thereafter constructed or op¬ 
erated by the United States or any agency 
thereof. This provision shall not relieve 
the applicant from any responsibility or 
requirement which may be imposed by 
other lawful authority for avoiding or 
eliminating inductive or conductive 
interference. 

(e) An applicant for a right-of-way 
for a transmission facility having a volt¬ 
age of 33 kv or more must, in addition 
to the requirements of § 244.3, execute 
and file with its application a stipula¬ 
tion agreeing to accept the right-of-way 
grant subject to the following conditions: 

(1) In the event the United States, 
pursuant to law, acquires the appli¬ 
cant’s transmission or other facilities 
constructed on or across such right-of- 
way, the price to be paid by the United 
States shall not include or be affected 
by any value of the right-of-way granted 
to the applicant under authority of the 
regulations of this part. 

(2) The Department of the Interior 
shall be allowed to utilize for the trans¬ 
mission of electric power and energy any 
surplus capacity of the transmission fa¬ 


cility in excess of the capacity needed 
by the holder of the grant (subsequently 
referred to in this paragraph as 
“holder”) for the transmission of elec¬ 
tric power and energy in connection with 
the holder’s operations, or to increase 
the capacity of the transmission facility 
at the Department’s expense and to uti¬ 
lize the increased capacity for the trans¬ 
mission of electric power and energy. 
Utilization by the Department of sur¬ 
plus or increased capacity shall be sub¬ 
ject to the following terms and condi¬ 
tions: 

(i) When the Department desires to 
utilize surplus capacity thought to exist 
in the transmission facility, notification 
will be given to the holder and the holder 
shall furnish to the Department within 
30 days a certificate stating whether the 
transmission facility has any surplus ca¬ 
pacity not needed by the holder for the 
transmission of electric power and en¬ 
ergy in connection with the holder’s op¬ 
erations and, if so, the amount of such 
surplus capacity. 

(ii) Where the certificate indicates 
that there is no surplus capacity or that 
the surplus capacity is less than that re¬ 
quired by the Department the authorized 
officer may call upon the holder to fur¬ 
nish additional information upon which 
its certification is based. Upon receipt 
of such additional information the au¬ 
thorized officer shall determine, as a 
matter of fact, if surplus capacity is 
available and, if so, the amount of such 
surplus capacity. 

(iii) In order to utilize any surplus 
capacity determined to be available, or 
any increased capacity provided by the 
Department at its own expense, the De¬ 
partment may interconnect its transmis¬ 
sion facilities with the holder’s trans¬ 
mission facility in a manner conforming 
to approved standards of practice for the 
interconnection of transmission circuits. 

(iv) The expense of interconnection 
will be borne by the Department, and 
the Department will at all times provide 
and maintain adequate protective equip¬ 
ment to insure the normal and efficient 
operation of the holder’s transmission 
facilities. 

(v) After any interconnection-is com¬ 
pleted, the holder shall operate and 
maintain its transmission facilities in 
good condition; and, except in emergen¬ 
cies, shall maintain in a closed position 
all connections under the holder's con¬ 
trol necessary to the transmission of the 
Department’s power and energy over the 
holder’s transmission facilities. The 
parties may by mutual consent open any 
switch where necessary or desirable for 
maintenance, repair or construction. 

(vi) The transmission of electric 
power and energy by the Department 
over the holder’s transmission facilities 
will be effected in such manner as will 
not interfere unreasonably with the 
holder’s use of the transmission facili¬ 
ties in accordance with the holder's nor¬ 
mal operating standards, except that the 
Department shall have the exclusive 
right to utilize any increased capacity 
of the transmission facility which has 
been provided at the Department’s 
expense. 

(vii) The holder will not be obligated 
to allow the transmission of electric 


power and energy by the Department to 
any person receiving service from the 
holder on the date of the filing of the 
application for a grant, other than statu¬ 
tory preference customers including 
agencies of the Federal Government. 

(viii) The Department will pay to the 
holder an equitable share of the total 
monthly cost of that part of the holder’s 
transmission facilities utilized by the De¬ 
partment for the transmission of electric 
power and energy, the payment to be an 
amount in dollars representing the same 
proportion of the total monthly cost of 
such part of the transmission facilities 
as the maximum amount in kilowatts 
of the power transmitted on a scheduled 
basis by the Department over the 
holder’s transmission facilities bears to 
the total capacity in kilowatts of that 
portion of the transmission facilities. 
The total monthly cost will be deter¬ 
mined in accordance with the system of 
accounts prescribed by the Federal 
Power Commission, exclusive of any in¬ 
vestment by the Department in the part 
of the transmission facilities utilized by 
the Department. 

(ix) If, at any time subsequent to a 
certification by the holder or determina¬ 
tion by the authorized officer that sur¬ 
plus capacity is available for utilization 
by the Department, the holder needs for 
the transmission of electric power and 
energy in connection with its operations 
the whole or any part of the capacity 
of the transmission facility theretofore 
certified or determined as being surplus 
to its needs, the holder may request the 
authorized officer to modify or revoke the 
previous certification or determination 
by making application to the authorized 
officer not later than 36 months in ad¬ 
vance of the holder’s needs. Any modi¬ 
fication or revocation of the certification 
or determination shall not affect the 
right of the Department to utilize facili¬ 
ties provided at its expense. 

(x) If the Department and the holder 
disagree as to any issue of fact involved 
in carrying out the terms and conditions 
of this paragraph, the disagreement 
shall be decided by a board of three 
persons composed as follows: The holder 
and the authorized officer shall each ap¬ 
point a member of the board and the 
two members shall appoint a third mem¬ 
ber. If the members appointed by the 
holder and the authorized officer are 
unable to agree on the designation of 
the third member, he shall be designated 
by the Chief Judge of the United States 
Court of Appeals of the circuit in which 
the major share of the facilities involved 
is located. The board shall determine 
the issue of fact on which the Depart¬ 
ment and the holder had disagreed, and 
their determination, by majority vote, 
shall be binding on the Department and 
the holder. 

(xi) As used in this section, the term 
“transmission facility” includes (a) all 
types of facilities for the transmission 
of electric power and energy and fa¬ 
cilities for the interconnection of such 
facilities, and (b) the entire transmis¬ 
sion line and associated facilities, from 
substation or interconnection point to 
substation or interconnection point, of 
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which the segment crossing the lands of 
the United States forms a part. 

Stewart L. Udall, 
Secretary of the Interior. 

December 21, 1962. 

[F.R. Doc. 62-12872; Filed, Dec. 28, 1962; 
8:49 a.m.] 


DEPARTMENT OF AGRICULTURE 

Agricultural Marketing Service 
[ 7 CFR Part 51 ] 
SWEETPOTATOES 

Proposed U.S. Standards for Grades 1 

Notice is hereby given that the United 
States Department of Agriculture is con¬ 
sidering the revision of United States 
Standards for Grades of Sweetpotatoes 
(7 CFR, §§ 51.1600 to 51.1617) pursuant 
to the authority contained in the Agri¬ 
cultural Marketing Act of 1946 (Secs. 
202-208, 60 Stat. 1087, as amended; 7 
U.S.C. 1621-1627). 

All persons who desire to submit 
written data, views or arguments for 
consideration in connection with the 
proposed standards should file the same 
with the Chief, Fresh Products Stand¬ 
ardization and Inspection Branch, Fruit 
and Vegetable Division, Agricultural 
Marketing Service, United States De¬ 
partment of Agriculture, South Building, 
Washington 25, D.C., not later than 
March 1,1963. 

Statement of considerations leading to 
the proposed revision. During recent 
years, with the advent of new marketing 
practices and variety developments, the 
usefulness of the U.S. Standards for 
Sweetpotatoes has decreased. The pro¬ 
posed revision is designed to correct a 
number of inadequacies and to make the 
standards more applicable to current 
cultural and marketing practices. 

The proposed revised standards were 
developed at the request of industry rep¬ 
resentatives and Inspection Service per¬ 
sonnel. The proposal is an outgrowth of 
meetings held with industry members in 
the producing areas. These standards 
would more nearly fit the needs of the 
industry than the existing standards and 
provide a more realistic marketing tool. 

In an effort to develop trading grades 
that are more in line with present com¬ 
mercial operations, a more restrictive 
shape interpretation would be incor¬ 
porated in the U.S. No. 1 grade. This 
should encourage the marketing of better 
shaped and more uniformly graded 
sweetpotatoes. 

The existing standards have no size 
classification section. A study of con¬ 
sumer preferences has shown that con¬ 
sumers want more uniformly sized 
sweetpotatoes. Therefore a new size 
classification is provided. The proposed 
size classification section is intended to 
be used only with the U.S. No. 1 grade 


1 Packing of the product in conformity 
With the requirements of these standards 
shall not excuse failure to comply with the 
provisions of the Federal Food, Drug, and 
Cosmetic Act or with applicable State laws 
and regulations. 


It would provide an optional basis for 
designating three size groups, “Small”, 
“Medium” and “Large”. 

The proposed revision would include a 
change in the U.S. No. 1 minimum di¬ 
ameter requirement which has been in¬ 
creased from 1% to 2 inches. This 
should provide a more realistic size for 
the fresh market, thereby allowing 
sweetpotatoes under 2 inches in diameter 
to be utilized through processing 
channels. 

A number of other minor changes in 
phraseology are also proposed in the 
interest of clarity. 

The proposed standards, as revised, 
are as follows: 


Sec. 

Grade 

51.1600 

US. Extra No. 1. 

51.1601 

U.S. No. 1. 

51.1602 

U.S. Commercial. 

51.1603 

U.S. No. 2. 

Unclassified 

51.1604 

Unclassified. 

Size Classification 

51.1605 

Size Classification. 

Tolerances 

51.1603 

Tolerances. 

Application of Tolerances 

51.1607 

Application of tolerances. 

Definitions 

51.1608 

Damage. 

51.1609 

Diameter. 

51.1610 

Fairly clean. 

51.1611 

Fairly smooth. 

51.1612 

Fairly well shaped. 

51.1613 

Firm. 

51.1614 

Length. 

51.1615 

One type. 

51.1616 

Serious damage. 

51.1617 

Similar varietal characteristics. 

51.1618 

Smooth. 


Authority : §§ 51.1600 to 51.1618 issued un¬ 
der sec. 203, 205, 60 Stat. 1087, as amended, 
1090 as amended; 7 U.S.C. 1622, 1624. 


cuts, bruises, scars, growth cracks scurf 
Pox (Soil Rot), or other diseases’ wirP 
worms, weevils or other insects or oth£ 
means. (See § 51.1606.) 

(a) Size: (1) Maximum diameter 
shall be not more than 3% inches 

(2) Maximum weight shall be not 
more than 20 ounces. 

(3) Length, unless otherwise specified 
shall be not less than 3 inches or more 
than 10 inches. 

(4) Minimum diameter, unless other¬ 
wise specified, shall be not less than 2 
inches. (See §§ 51.1605 and 51.1606.) 

§ 51.1602 U.S. Commercial. 

“U.S. Commercial” consists of sweet¬ 
potatoes which meet all the requirements 
of the U.S. No. 1 grade except that an 
increased tolerance for defects is allowed 
(See §§ 51.1605 and 51.1606.) 

§ 51.1603 U.S. No. 2. 

“U.S. No. 2” consists of sweetpotatoes 
of one type which are firm and which 
are free from freezing injury, internal 
breakdown, Black Rot, other decay or 
wet breakdown, and free from serious 
damage caused by dirt or other foreign 
material, cuts, bruises, scars, growth 
cracks, Pox (Soil Rot), or other diseases, 
wireworms, weevils or other insects or 
other means. (See § 51.1606.) 

(a) Size: Unless otherwise specified 
the minimum diameter shall be V/ 2 
inches and the maximum weight 36 
ounces. (See § 51.1606.) 

Unclassified 
§ 51.1604 Unclassified. 

“Unclassified” consists of sweetpota¬ 
toes which have not been classified in 
accordance with any of the foregoing 
grades. The term “unclassified” is not 
a grade within the meaning of these 
standards but is provided as a designa¬ 
tion to show that no grade has been ap¬ 
plied to the lot. 


Grades 

§ 51.1600 U.S. Extra No. 1. 

“U.S. Extra No. 1” consists of sweet¬ 
potatoes of similar varietal character¬ 
istics which are firm, smooth, fairly 
clean, fairly well shaped, which are free 
from freezing injury, internal breakdown, 
Black Rot, other decay or wet breakdown, 
and free from damage caused by second¬ 
ary rootlets, sprouts, cuts, bruises, scars, 
growth cracks, scurf, Pox (Soil Rot), or 
other diseases, wireworms, weevils or 
other insects, or other means. (See 
§ 51.1606.) 

(a) Size: (1) Length shall be not less 
than 3 inches or more than 10 inches. 

(2) Maximum weight shall be not 
more than 18 ounces. 

(3) Maximum diameter shall be not 
more than 3% inches. 

(4) Minimum diameter, unless other¬ 
wise specified, shall be not less than 2 
inches. (See § 51.1606.) 

§ 51.1601 U.S. No. 1. 

“U.S. No. 1” consists of sweetpotatoes 
of one type which are firm, fairly smooth, 
fairly clean, fairly well shaped, which 
are free from freezing injury, internal 
breakdown, Black Rot, other decay or 
wet breakdown, and free from damage 
caused by secondary rootlets, sprouts. 


Size Classifications 
§ 51.1605 Size classifications. 

The size of sweetpotatoes may be spec¬ 
ified with the U.S. No. 1 and U.S. Com¬ 
mercial grades in accordance with one 
of the following diameter classifications. 

(a) “Small” shall be from 2 to 2% 
inches in diameter; 

(b) “Medium” shall be from 2% to 3% 
inches in diameter; and, 

(c) “Large” shall be from 3 to 3% 
inches in diameter. 

Tolerances 

§ 51.1606 Tolerances. 

In order to allow for variations inci¬ 
dent to proper grading and handling in 
each of the foregoing grades the follow¬ 
ing tolerances, by weight, are provided 
as specified: 

(a) Defects —(1) U.S. Extra No. 1 and 
U.S. No. 1 grades. 10 percent of the 
sweetpotatoes in any lot may fail to 
meet the requirements of these grades, 
but not more than one-half of this 
amount, or 5 percent, shall be allowed for 
sweetpotatoes which are seriously dam¬ 
aged, including therein not more than 2 
percent for sweetpotatoes affected by soft 
rot or wet breakdown. (See § 51.1607.) 
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(2) VS. Commercial. 25 percent of 
the sweetpotatoes in any lot may fail to 
meet the requirements of this grade, but 
nntmore than one-fifth of this amount, 
or 5 percent, shall be allowed for sweet- 
notatoes which are seriously damaged, 
including therein not more than 2 per- 
nont for sweetpotatoes affected by soft 
rot or wet breakdown. (See § 51.1607); 

**^ 3 ) us. No. 2. 10 percent of the 

sweetpotatoes in any lot may fail to 
meet the requirements of this grade, in¬ 
cluding therein not more than 2 percent 
for sweetpotatoes affected by soft rot or 
wet breakdown. (See § 51.1607.) 

(b) Off-size —10 percent of the sweet¬ 
potatoes in any lot may fail to meet any 
specified size, but not more than one-half 
of this amount, or 5 percent, shall be al¬ 
lowed for sweetpotatoes which are below 
the minimum diameter and minimum 
length specified. (See § 51.1607.) 


of solid light brown discoloration per¬ 
mitted; 

(d) Pox (Soil Rot) when materially 
detracting from the appearance of the 
individual sweetpotato; and, 

(e) Wireworm, grass root or similar 
injury when any hole in a sweetpotato 
ranging in size from 6 to 8 ounces, is 
more than three-fourths inch long, or 
when the aggregate length of all holes 
is more than iy 4 inches, or correspond¬ 
ingly shorter or longer holes in smaller 
or larger sweetpotatoes. 


§ 51.1609 Diameter. 

“Diameter” means the greatest dimen¬ 
sion of the sweetpotato, measured at 
right angles to the longitudinal axis. 


with dirt, or when seriously detracting 
from the appearance of the lot; 

(b) Growth cracks when unhealed or 
when seriously detracting from the ap¬ 
pearance of the individual sweetpotato 
or general appearance of the lot; 

(c) Pox (Soil Rot) when seriously de¬ 
tracting from the appearance of the in¬ 
dividual sweetpotato; and, 

(d) Wireworm, grass root or similar 
injury when any hole in a sweetpotato 
ranging in size from 6 to 8 ounces, is 
more than VA inches long, or when the 
aggregate length of all holes is more than 
2 inches, or correspondingly shorter or 
longer holes in smaller or larger sweet¬ 
potatoes. 


Application of Tolerances 


§ 51.1610 Fairly clean. 

“Fairly clean” means that the individ¬ 
ual sweetpotato is not caked with dirt 
and that dirt or other foreign matter 
does not materially detract from the 
general appearance of the lot. 


§ 51.1617 Similar varietal characteris¬ 
tics. 


§ 51.1607 Application of tolerances. 

The contents of individual packages in 
the lot are subject to the following lim¬ 
itations: Provided , That the averages 
for the entire lot are within the toler¬ 
ances specified for the grade: 

(a) For a tolerance of 10 percent or 
more, individual packages in any lot 
shall have not more than one and one- 
half times the tolerance specified, except 
that at least one defective and one off- 
size specimen may be permitted in any 
package; and, 

(b) For a tolerance of less than 10 
percent, individual packages in any lot 
shall have not more than double the tol¬ 
erance specified, except that at least one 
defective and one off-size specimen may 
be permitted in any package. 


§ 51.1611 Fairly smooth. 


“Similar varietal characteristics” 
means that the sweetpotatoes have the 
same character of flesh and practically 
the same skin color. For example, dry 
type shall not be mixed with semi-moist 
or moist type. 


“Fairly smooth” means that the sweet¬ 
potato is free from veining or other de¬ 
fects causing roughness which mate¬ 
rially detract from the appearance of the 
individual sweetpotato or the general 
appearance of the lot. 


§ 51.1618 Smooth. 


§ 51.1612 Fairly well shaped. 

“Fairly well shaped” means that the 
sweetpotatoes are not so curved, crooked, 
constricted or otherwise misshapen as to 
materially detract from the appearance 
of the individual sweetpotato or the gen¬ 
eral appearance of the lot. 


“Smooth” means that the sweetpotato 
is free from veining or other defects 
causing roughness which more than 
slightly detract from the appearance of 
the individual sweetpotato or the gen¬ 
eral appearance of the lot. 

Dated: December 21,1962. 

G. R. Grange, 
Deputy Administrator, 
Marketing Services . 


[F.R. Doc. 62-12858; Filed, Dec. 28, 1962; 
8:47 a.m.] 


§ 51.1613 Firm. 


“Firm” means not more than slightly 
flabby or shriveled. 


[ 7 CFR Part 52 1 


Definitions 


§ 51.1608 Damage. 


“Damage” means any specific defect 
defined in this section; or an equally ob¬ 
jectionable variation of any one of these 
defects, any other defect, or any com¬ 
bination of defects, which materially 
detracts from the appearance, or the 
edible or shipping quality of the individ¬ 
ual sweetpotato or the lot as a whole; or 
which cannot be removed without a loss 
of more than 5 percent of the total 
weight of the sweetpotato including peel 
covering the defective area. The follow¬ 
ing specific defects shall be considered as 
damage: 

(a) Sprouts when more than 10 per¬ 
cent of the sweetpotatoes in the lot 
have sprouts over three-fourths inch in 

length; 

(b) Growth cracks when unhealed or 
which detract materially from the ap¬ 
pearance of the individual sweetpotato 
or general appearance of the lot; 

(c) Scurf when more than 25 percent 
of the surface in the aggregate is affected 
by solid light brown discoloration. 
Speckled types of scurf, or lighter or 
darker shades of discoloration may be 
permitted over a greater or lesser area 
provided no discoloration detracts from 
the appearance more than the amount 


§ 51.1614 Length. 

“Length” means the dimension of the 
sweetpotato, measured in a straight line 
between points at or near each end of 
the sweetpotato where it is at least three- 
eights inch in diameter. 


UNITED STATES STANDARDS FOR 
GRADES OF CANNED CLINGSTONE 
PEACHES 


Additional Time for Filing Data, 
Views, or Arguments 


§ 51.1615 One type. 

“One type” means that sweetpotatoes 
have the same character of flesh, and do 
not show an extreme range in skin color. 
For example, dry type shall not be mixed 
with semi-moist or moist type, and deep 
red or purple skin color shall not be 
mixed with yellow or reddish copper skin 
color. 


§ 51.1616 Serious damage. 


“Serious damage” means any specific 
defect defined in this section; or an 
equally objectionable variation of any 
one of these defects, any other defect, or 
any combination of defects, which seri¬ 
ously detracts from the appearance or 
edible or shipping quality of the individ¬ 
ual sweetpotato or the lot as a whole; or 
which cannot be removed without a loss 
of more than 10 percent of the total 
weight of the sweetpotato including peel 
covering the defective area. The fol¬ 
lowing specific defects shall be consid¬ 
ered as serious damage: 

(a) Dirt or other foreign matter when 
the individual sweetpotato is badly caked 


Proposed amendments to the United 
States Standards for Grades of Canned 
Clingstone Peaches (7 CFR 52.2561- 
52.2577) was published in the Federal 
Register of August 11, 1962 (27 F.R. 
8636). 

In consideration of comments and sug¬ 
gestions received indicating the need for 
further study of the proposals, notice is 
hereby given of an additional period of 
time until March 1, 1963, within which 
written data, views, or arguments may be 
submitted by interested parties for con¬ 
sideration in connection with the afore¬ 
said proposed amendments to the United 
States Standards for Grades of Canned 
Clingstone Peaches. 


(Sec. 202-208, 60 Stat. 1087, as amended; 7 
U.S.C. 1621-1627) 


Dated: December 21,1962. 


G. R. Grange, 
Deputy Administrator, 
Marketing Services. 


[PR Doc. 62-12855; Filed, Dec. 28, 1962; 
8:47 a.m.] 
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[ 7 CFR Part 52 ] 

UNITED STATES STANDARDS FOR 
GRADES OF CANNED PEARS 

Additional Time for Filing Data, 
Views, or Arguments 

A proposed revision to the United 
States Standards for Grades of Canned 
Pears (7 CFR 52.1611-52.1627) was set 
forth in the notice which was published 
in the Federal Register of September 
27,1962 (27 F.R. 9561). 

In consideration of comments and sug¬ 
gestions received indicating the need for 
further study of the proposals, notice is 
hereby given of an additional period of 
time until March 1, 1963, within which 
written data, views, or arguments may 
be submitted by interested parties for 
consideration in connection with the 
aforesaid proposed revision to the United 
States Standards for Grades of Canned 
Pears. 

(Sec. 202-208, 60 Stat. 1087, as amended* 7 
U.S.C. 1621-1627) 

Dated: December21,1962. 

G. R. Grange, 
Deputy Administrator , 
Marketing Services . 

[FJR. Doc. 62-12856; Filed, Dec. 28, 1962; 

8:47 ajn.] 


Agricultural Research Service 
[ 9 CFR Part 74 1 
SCABIES IN SHEEP 

Notice of Proposed Rule Making 

Notice is hereby given in accordance 
with section 4 of the Administrative Pro¬ 
cedure Act (5 U.S.C. 1003) that, pursuant 
to the provisions of sections 1 through 4 
of the Act of March 3, 1905, as amended, 
sections 1 and 2 of the Act of February 
2, 1903, as amended, and sections 4 
through 7 of the Act of May 29, 1884 as 
amended (21 U.S.C. 111-113,115,117, i20, 
121, 123-126), it is proposed to amend 
Part 74, Subchapter C, Chapter I, Title 9, 
Code of Federal Regulations, as 
amended, in the following respects: 

1. The heading of § 74.12 would be 
amended to read: 

§ 74.12 Interstate movement of sheep 
not known to be infected or exposed 
from quarantined, infected and erad¬ 
ication areas; permitted for imme¬ 
diate slaughter on inspection and/or 
certification. 

2. The first sentence of § 74.12(a) 
would be amended by deleting the por¬ 
tion preceding the first semicolon there¬ 
in, and substituting therefor the 
following: 

(a) Sheep not known to be infected 
or exposed may be shipped, trailed, 
driven, or otherwise moved interstate: 

(1) from any eradication area into a 
free or eradication area or a quarantined 
area within the boundaries of any eradi¬ 
cation or free area; or (2) from any in¬ 
fected or quarantined area into any 
infected, quarantined, eradication, or 


free area; for immediate slaughter, di¬ 
rectly to a public stockyard, or to a 
recognized slaughtering center, provided 
they are not diverted en route, have 
been inspected by a Division or State in¬ 
spector within 10 days prior to movement 
and found free from the disease and 
exposure thereto, and are accompanied 
by a certificate from said inspector to 
that effect; * * * 

3. The last sentence in § 74.12(a) 
would be amended by deleting therefrom 
the words ‘‘infected or.” 

4. Section 74.12(b) would be amended 
by deleting therefrom the words “or 
moved to an infected area.” 

5. Section 74.18 would be amended to 
read: 


Agricultural Stabilization and 
Conservation Service 

[ 7 CFR Parts 1032, 1050, 1063 ] 

[Docket Nos. AO-339, AO-313-A3, AO-lftA. 

A14] ^ 

MILK IN CENTRAL ILLINOIS, SUBUR 
BAN ST. LOUIS AND QUAD CITIES 
DUBUQUE MARKETING AREAS 

Notice of Extension of Time for Filing 
Exceptions to the Recommended 
Decision on Proposed Marketing 
Agreement and Order and Pro¬ 
posed Amendments to Tentative 
Marketing Agreements and Orders 


§ 74.18 Sheep not known to be infected 
or exposed from eradication, in¬ 
fected and quarantined areas. 

Sheep not known to be infected or 
exposed may be shipped, trailed, driven, 
or otherwise moved interstate: (1) from 
any eradication area into a free or eradi¬ 
cation area or a quarantined area within 
the boundaries of any eradication or free 
area; or (2) from any infected or quar¬ 
antined area into any infected, quaran¬ 
tined, eradication, or free area; for any 
purpose, provided they have been in¬ 
spected by a Division or State inspector 
or an accredited veterinarian and found 
to be free from the disease and exposure 
thereto, have been dipped once in a per¬ 
mitted dip under the supervision of such 
an inspector or veterinarian within 10 
days prior to date of shipment, and are 
accompanied by a certificate from such 
an inspector or veterinarian stating that 
such requirements have been fulfilled: 1 
Provided, however , That when such 
sheep are moved interstate under this 
paragraph for any purpose from any 
quarantined area, the inspection and 
certification must be made by a Division 
or State inspector and the dipping must 
be conducted under the supervision of 
such an inspector. No restrictions are 
imposed under these regulations on the 
interstate shipment or movement of un¬ 
infected and unexposed sheep from an 
eradication area into an infected area 
or into a quarantined area within an 
infected area. 

Any person who wishes to submit 
written data, views, or arguments con¬ 
cerning the proposed amendments may 
do so by filing them with the Director, 
Animal Disease Eradication Division, 
Agricultural Research Service, United 
State Department of Agriculture, Wash¬ 
ington 25, D.C., within 45 days after pub¬ 
lication of this notice in the Federal 
Register. 

Done at Washington, D.C., this 21st 
day of December 1962. 

M. R. Clarkson, 

Acting Administrator , 
Agricultural Research Service. 

[F.R. Doc. 68-12859; Filed, Dec. 28, 1962; 

8:47 ajn.] 

1 In each instance, the regulations of the 
State of destination should be consulted 
before interstate shipments are made. 


Pursuant to the provisions of the 
Agricultural Marketing Agreement Act 
of 1937, as amended (7 U.S.C. 601 et 
seq.), and the applicable rules of prac¬ 
tice and procedure governing the formu¬ 
lation of marketing agreements and 
marketing orders (7 CFR Part 900), no¬ 
tice is hereby given that the time for 
filing exceptions to the recommended 
decision with respect to the proposed 
marketing agreement and order regulat¬ 
ing the handling of milk in the Central 
Illinois marketing area and proposed 
amendments to the tentative marketing 
agreements and to the orders regulating 
the handling of milk in the Suburban 
St. Louis and Quad Cities-Dubuque 
marketing areas, which was issued No¬ 
vember 13, 1962 (27 F.R. 11369), is here¬ 
by extended to January 12, 1963. 

Dated: December 20,1962. 

John P. Duncan, Jr., 
Assistant Secretary . 

[FJt. Doc. 62-12860; Filed. Dec. 28, 1962; 

8:47 a.m.] 


[ 9 CFR Part 301 3 

[Docket Nos. AO-336, AO-336 RO-1, AO-337, 
AO-337 RO-1] 

TURKEY AND TURKEY HATCHING 
EGGS 

Determination on Basis of Results of 
Referendum on Proposed Market¬ 
ing Agreement and Order 

Pursuant to the Agricultural Market¬ 
ing Agreement Act of 1937, as amended 
(48 Stat. 31, as amended, 7 U.S.C. 601 
et seq.) and the applicable rules of prac¬ 
tice and procedure governing the formu¬ 
lation of marketing agreements and 
marketing orders (7 CFR Part 900) a 
public hearing was held at the several 
locations and on the days enumerated 
below, pursuant to notice thereof which 
was published in the Federal Register 
on November 2, 1961 (26 F.R. 10286), the 
supplemental notice of the hearing pub¬ 
lished in the Federal Register of No¬ 
vember 8, 1961 (26 F.R. 10516), and 
second supplemental notice of hearing 
published in the Federal Register 
November 17, 1961 (26 F.R. 10772), and 
the notice reopening the hearing pub¬ 
lished in the Federal Register on Janu¬ 
ary 18,1962 (27 FJt. 518), and the notice 









mdayi 


December 29, 1962 


■ „,iine the notice of reopening pub- 
ltl January 27, 1962 (27 F.R. 834). 
nublic hearing was held in Rich- 
? Virginia. November 20-22; Des 
1 L Towa, November 24, 25 and 27, 
leas Nevada, November 29, 30 and 
ber’l- Oklahoma City, Oklahoma, 
Iher 4, 5 and 6 ; Chicago, Illinois, 
“her 8 and 9; Albany, New York, 
i“ ber 12 and 13, 1961 and Kansas 
Missouri. January 29 through 
Irnarv 1 » 19^2. 

ip recommended decision (27 F.R. 
i and the decision (27 F.R. 3326) 
published in the Federal Register 
F ebruary 27. 1962 and April 7, 1962, 
•oectively. The Secretary also issued 
order accompanying the decision (27 
> 3326 ) directing that a referendum 
conducted among producers of turkeys 
,wn in the designated 48 states and 
i District of Columbia to determine 
lether the requisite percentage of pro- 
;ers participating in the referendum 
5 or approves issuance of the pro¬ 
marketing order. The referendum 
was subsequently amended at 27 

,.4519. ^ . 

is hereby determined, on the basis 
the results of the referendum con- 
ted June 18-22, 1962 pursuant to the 
(foresaid, that the issuance of the pro- 
d marketing order regulating the 
•keting of turkeys produced in the 
.Juction area is not approved or 
ivored ( 1 ) by at least two-thirds of the 
•oducers who participated in a referen- 
and who during the representative 
d (February 1, 1961 through Janu- 
31, 1962) were engaged in the pro- 
luction for market of turkeys, or ( 2 ) by 
lucers of at least two-thirds of the 
lolume of production of such turkeys 
presented in the aforesaid referendum. 

It is also determined that the proposed 
larketing order set forth in the Secre¬ 
cy's decision of April 4, 1962 (27 F.R. 
! 6 ) should not be made effective and, 
ie proposed marketing agreements not 
entered into, and the proceeding as it 
slates to turkeys is hereby terminated. 
The decision on the proposed order 
sgulating the handling of turkeys indi- 
ited that the Department was continu- 
ig an exhaustive analysis of the evi- 
|ence of record as it related to a pro¬ 
ved regulatory program for turkey 
latching eggs. Such an exhaustive 
nalysis of the record has been made 
|nd reveals that the proponents' pri¬ 
mary purpose in proposing a program 
turkey hatching eggs was to effect 
abilization of the marketing of turkeys, 
further revealed that any problems 
incerning the marketing of turkey 
patching eggs were caused or were a 
suit of chaotic marketing conditions 
»f turkeys. Therefore, on the basis of 
evidence of record, and in view of 
he termination of the companion turkey 
|roceeding, it is hereby determined that 
ie proposed regulatory program for 
furkey hatching eggs would not tend to 
effectuate the purposes of the act. It is 
urther determined that, in view of the 
|above, it is not necessary or practicable 
issue a recommended decision on this 
atter and that the proceeding as it re - 
to turkey hatching eggs shall be 
No. 251—Pt. I-12 
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and is hereby terminated and no further 
action taken with respect thereto. 

Signed at Washington, D.C. on Decem¬ 
ber 21, 1962. 

Orville L. Freeman, 

Secretary . 

[F.R. Dec. 62-12870; Filed, Dec. 28, 1962; 
8:48 a.m.] 


Forest Service 
[ 36 CFR Part 251 1 

RIGHTS-OF-WAY FOR ELECTRIC 
POWER TRANSMISSION LINES 

Notice of Proposed Rule Making 

Notice is hereby given that, pursuant 
to the authority vested in the Secretary 
of Agriculture by the act of June 4, 1897, 
30 Stat. 35, as amended, 16 U.S.C. 551, 
the act of February 15, 1901, 31 Stat. 
790, 16 U.S.C. 522, and the act of March 
4, 1911, 36 Stat. 1253, as amended, 16 
U.S.C. 523, it is proposed to amend 36 
CFR, Part 251 as set forth below. The 
purpose of this amendment is to facili¬ 
tate the transmission of electric power 
and energy by and at the expense of the 
United States by providing for the utili¬ 
zation of the surplus capacity of an elec¬ 
tric transmission line in excess of the 
capacity needed by the holder of a right- 
of-way from the United States or au¬ 
thorizing the United States to increase 
the capacity of the line at the expense of 
the United States and to utilize the in¬ 
creased capacity for the transmission of 
electric power and energy. The proposed 
amended regulations contain a provision 
for withholding right-of-way grants if 
not consistent with the Federal power 
marketing program. 

While public notice of this amend¬ 
ment is not required by the Administra¬ 
tive Procedure Act, notice is being given 
in order to provide an equal opportunity 
to that being afforded by the Secretary 
of the Interior with respect to similar 
proposed regulations upon which he is 
giving public notice. Interested persons 
may submit written comments, sugges¬ 
tions, or objections on the proposed 
amendment, to the Chief, Forest Service, 
Department of Agriculture, Washington 
25, D.C., within 30 days of the date of 
publication of this notice in the Federal 

RiEGISTER 

In Part 251, § 251.50 et seq., under the 
heading Rights-of-way for Electric 
Power Transmission Lines, it is pro¬ 
posed to amend § 251.52 General condi¬ 
tions and to add a new § 251.65 Permits 
for rights-of-way, to read as follows: 

§ 251.52 General conditions. 

(a) The Chief or Acting Chief of the 
Forest Service, within the limitations 
prescribed by the act, shall decide the 
width of the right-of-way and the ten¬ 
ure of the easement, and shall decide the 
conditions to be incorporated in the ease¬ 
ment for the protection of the public 
interests and for the administration, 
protection, development and utilization 
of the national forest and other land 
under his jurisdiction. 

(b) Each application for authority to 
survey, locate, commence construction 
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work and maintain a facility for the 
generation of electric power and energy 
or for the transmission or distribution 
of electric power and energy of 33 kv or 
higher under this Part shall be referred 
by the authorized officer to the Secretary 
to determine with the advice of the Sec¬ 
retary of the Interior the relationship of 
the proposed facility to the power mar¬ 
keting program of the United States. 
Where the proposed facility will not con¬ 
flict with the program of the United 
States the authorized officer, upon notifi¬ 
cation to that effect, will proceed to act 
upon the application. In the case of 
necessary changes respecting the pro¬ 
posed location, construction, or utiliza¬ 
tion of the facility in order to eliminate 
conflicts with the power marketing pro¬ 
gram of the United States, the author¬ 
ized officer shall obtain from the appli¬ 
cant written consent to or compliance 
with such requirements before taking 
further action on the application. 

(c) The applicant shall make pro¬ 
vision, or bear the reasonable cost of 
making provision for avoiding inductive 
or conductive interference between any 
transmission facility or other works con¬ 
structed, operated, or maintained by it * 
on the easement authorized under the 
grant and any radio installation, tele¬ 
phone line, or other communication fa¬ 
cilities existing when the easement is 
authorized or any such installation, line 
or facility thereafter constructed or 
operated by the United States or any 
agency thereof. This provision shall not 
relieve the applicant from any responsi¬ 
bility or requirement which may be im¬ 
posed by other lawful authority for 
avoiding or eliminating inductive or con¬ 
ductive interference. 

(d) An applicant for an easement for 
a transmission facility having a voltage 
of 33 kv or more must execute and file 
with its application a stipulation agree¬ 
ing to accept the easement subject to the 
following conditions: 

(1) In the event the United States, 
pursuant to law, acquires the applicant’s 
transmission or other facilities con¬ 
structed on or across such easement, the 
price to be paid by the United States 
shall not include or be affected by any 
value of the easement granted to the 
applicant under authority of the regula¬ 
tions of this part. 

(2) The Department of the Interior 
(hereinafter referred to as the “Depart¬ 
ment”) shall be allowed to utilize for the 
transmission of electric power and 
energy any surplus capacity of the 
transmission facility in excess of the 
capacity needed by the holder of the 
easement (subsequently referred to in 
this paragraph as “holder”) for the 
transmission of electric power and 
energy in connection with the holder’s 
operations, or to increase the capacity 
of the transmission facility at the De¬ 
partment’s expense and to utilize the 
increased capacity for the transmission 
of electric power and energy. Utiliza¬ 
tion by the Department of surplus or 
increased capacity shall be subject to 
the following terms and conditions: 

(i) When the Department desires to 
utilize surplus capacity thought to exist 
in the transmission facility, notification 






12960 


PROPOSED RULE MAKING 


111 


will be given to the holder and the holder 
shall furnish to the Department within 
30 days a certificate stating whether the 
transmission facility has any surplus 
capacity not needed by the holder for 
the transmission of electric power and 
energy in connection with the holder’s 
operations and, if so, the amount of such 
surplus capacity. 

(ii) Where the certificate indicates 
that there is no surplus capacity or that 
the surplus capacity is less than that re¬ 
quired by the Department the authorized 
officer (as used in this paragraph “au¬ 
thorized officer” means of the Depart¬ 
ment of the Interior) may call upon the 
holder to furnish additional information 
upon which its certification is based. 
Upon receipt of such additional informa¬ 
tion the authorized officer shall deter¬ 
mine, as a matter of fact, if surplus 
capacity is available and, if so, the 
amount of such surplus capacity. 

(iii) In order to utilize any surplus 
capacity determined to be available, or 
any increased capacity provided by the 
Department at its own expense, the De¬ 
partment may interconnect its transmis¬ 
sion facilities with the holder’s trans¬ 
mission facility in a manner conforming 
to approved standards of practice for the 
interconnection of transmission circuits. 

(iv) The expense of interconnection 
will be borne by the Department, and the 
Department will at all times provide and 
maintain adequate protective equipment 
to insure the normal and efficient op¬ 
eration of the holder’s transmission 
facilities. 

(v) After any interconnection is com¬ 
pleted, the holder shall operate and 
maintain its transmission facilities in 
good condition; and, except in emergen¬ 
cies, shall maintain in a closed position 
all connections under the holder’s con¬ 
trol necessary to the transmission of the 
Department’s power and energy over the 
holder’s transmission facilities. The 
parties may by mutual consent open any 
switch where necessary or desirable for 
maintenance, repair or construction. 

(vi) The transmission of electric 
power and energy by the Department 
over the holder’s transmission facilities 
will be effected in such manner as will 
not interfere unreasonably with the 
holder’s use of the transmission facilities 
in accordance with the holder’s normal 
operating standards, except that the De¬ 
partment shall have the exclusive right 
to utilize any increased capacity of the 
transmission facility which has been pro¬ 
vided at the Department’s expense. 

(vii) The holder will not be obligated 
to allow the transmission the electric 
power and energy by the Department to 
any person receiving service from the 
holder on the date of the filing of the ap¬ 
plication for an easement, other than 
statutory preference customers including 
agencies of the Federal Government. 

(viii) The Department will pay to the 
holder an equitable share of the total 
monthly cost of that part of the holder’s 
transmission facilities utilized by the De¬ 
partment for the transmission of electric 
power and energy, the payment to be 
an amount in dollars representing the 
same proportion of the total monthly 
cost of such part of the transmission 
facilities as the maximum amount in 
kilowatts of the power transmitted on a 


scheduled basis by the Department over 
the holder’s transmission facilities bears 
to the total capacity in kilowatts of that 
portion of the transmission facilities. 
The total monthly cost will be deter¬ 
mined in accordance with the system of 
accounts prescribed by the Federal 
Power Commission, exclusive of any 
investment by the Department in the 
part of the transmission facilities utilized 
by the Department. 

(ix) If, at any time subsequent to a 
certification by the holder or determina¬ 
tion by the authorized officer that sur¬ 
plus capacity is available for utilization 
by the Department, the holder needs for 
the transmission of electric power and 
energy in connection with its operations 
the whole or any part of the capacity of 
the transmission facility theretofore 
certified or determined as being surplus 
to its needs, the holder may request the 
authorized officer to modify or revoke 
the previous certification or determina¬ 
tion by making application to the au¬ 
thorized officer not later than 36 months 
in advance of the holder’s needs. Any 
modification or revocation of the certifi¬ 
cation or determination shall not affect 
the right of the Department to utilize 
facilities provided at its expense. 

(x) If the Department and the holder 
disagree as to any issue of fact involved 
in carrying out the terms and conditions 
of this paragraph the disagreement shall 
be decided by a board of three persons 
composed as follows: The holder and the 
authorized officer shall each appoint a 
member of the board and the two mem¬ 
bers shall appoint a third member. If 
the members appointed by the holder and 
the authorized officer are unable to agree 
on the designation of the third member, 
he shall be designated by the Chief Judge 
of the United States Court of Appeals of 
the circuit in which the major share of 
the facilities involved is located. The 
board shall determine the issue of fact 
on which the Department and the holder 
had disagreed, and their determination, 
by majority vote, shall be binding on 
the Department and the holder. 

(xi) As used in this paragraph, the 
term “transmission facility” includes 
(a) all types of facilities for the trans¬ 
mission of electric power and energy and 
facilities for the interconnection of such 
facilities, and ( b ) the entire transmis¬ 
sion line and associated facilities, from 
substation or interconnection point to 
substation or interconnection point, of 
which the segment crossing the lands of 
the United States forms a part. 

§ 251.65 Permits for rights-of-way. 

The provisions of paragraphs (b), (c) 
and (d) of § 251.52 shall apply to appli¬ 
cations for electric power transmission 
line permits under the act of June 4, 
1897, 30 Stat. 35, as amended, 16 U.S.C. 
551, and the act of February 15, 1901, 31 
Stat. 790, 16 U.S.C. 522. Where the term 
“easement” is used in said subsections it 
shall, for purposes of this section, be 
construed to mean “permit.” 

Signed at Washington, D.C., on De¬ 
cember 21, 1962. 

John A. Baker, 
Assistant Secretary . 

[F.R. Doc. 62-12873; Filed, Dec. 28, 1962; 

8:49 a.m.] 
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E 41 CFR Part 50-202 3 
ELECTRIC LAMP INDUSTRY 

Tentative Decision in Determination 
Prevailing Minimum Wages 
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under sections 1 and'lO of the Wa3 
Healey Public Contracts Act (41 US 
35 and 43a) to determine the prevailii 
minimum wages for persons employ 
in the electric lamp industry has be 
certified by the hearing examiner 
tentative decision, including a stateme 
of findings and conclusions, as well 
the reasons and basis therefor, on 
material issues of fact, law, and disci 
tion presented on the record, and 
proposed wage determination, is now a 
propriate under the applicable rules 
practice (41 CFR Part 50-203.21(b)) an 
the Administrative Procedure Act 
U.S.C. 1007(b)). 

Definition. The notice of hearing 
F.R. 10773) defined the electric lampir 
dustry as follows: 


The electric lamp industry is tento 
tively defined as the manufacture c 
furnishing of electric bulbs, tubes, an 
related light sources, including but no 
limited to such products as ircandescei 
filament lamps, sealed beam headligh 
composed of a filament in a glass shel 
vapor and fluorescent lamps, electn 
luminescent lamps, strobotrons, photo 
flash and photoflood lamps, ultra-viole 
and infra-red lamps, and the followin 
electric lamp components: Lead-in wire 
support wires, filaments, welds, hooki 
and bases. 

Excluded is the manufacture of elec! 
tron tubes, X-ray tubes, sealed bean 
headlights composed of an electric lam 
enclosed in a shell of glass or of glasi 
and metal, carbon arc lamps (excep 
electrotherapeutic ultra-violet and in 
fra-red), custom-made luminous tulx 
signs, fixtures, and raw materials sucl 
as chemicals, gases, glass blanks, glass 
tubing, glass rod, and dumet, molyb 
denum, and tungsten wire. 

For the purpose of this definition, an 
electric lamp is defined as any heimet- 
ically sealed device the primary purpos< 
of which is to convert electric energy into 
radiation within the visible spectrum 
and/or into ultra-violet radiation oi 
wave lengths of not less than 500 ang¬ 
strom units and/or infra-red radiation 
not longer than 100,000 angstrom units. 

Labor endorsed the definition in the 
notice of hearing and no opposition was 
expressed by management. Except for 
the addition of a few items comprising a 
small proportion of the output of electric 
lamps and components, the tentative 
definition is the same as the one now in 
effect. As the latter has served its pur¬ 
pose satisfactorily, the definition con¬ 
tained in the notice of hearing is 
adopted. 

Locality . Twelve companies operat¬ 
ing 56 of the 68 establishments counted 
in the Bureau of Labor Statistics wage 
survey are on the Federal Supply Sched¬ 
ule and therefore have contracts sub¬ 
ject to the Act obligating them to supply 
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. th e several items in one or more 
ioups of lamps within the defini- 
he industry to any Government 
!ation within the 50 States or the 
of Columbia for a price which 
not vary according to the geo- 
ie location of the place of destina- 
This obligation is applicable to 95 
, of the Government’s purchases 
products of this industry All but 
of these companies and the other 
surveyed operate only one establish- 

t ' t one of these five companies op¬ 
's two establishments in the same 
and another operates two establish- 
lts approximately 80 miles apart. A 
d multiplant company distributes all 
fits products on a nation-wide basis 
1 each of its establishments. The 
fl aining two do likewise, with the ex- 
,tion of about ten percent of the lamp 
on the supply schedule. The de¬ 
fies of these items by these two com¬ 
bes constitute about 16 percent of 
eminent purchases of the products of 
industry. Other companies supply 
items to government installations 
jughout the nation from a single 
it or plants within a small geo- 
iphic area. It is clear, therefore, that 
iternment contracts for the products 
—this industry are entered into by the 
'iveral companies competing for them 
■thout regard for the distance between 
■e location in which they will be manu- 
■ctured and the location to which they 
Tl be delivered. 

JAccordingly, it is my finding that the 
lality in which products of the electric 
^mp industry are to be manufactured or 
Wished for any government contract 
-ibject to the Walsh-Healey Public Con- 
lets Act cannot be defined more nar- 
Twly than the entire area in which the 
jdustry operates. Under these circum- 
ances, an industry-wide wage deter- 
ination is essential in order to achieve 
le purposes of the statute. (See the 
ntative decision in the Textile Indus - 
y (17 P.R. 11197) ; Mitchell v. Coving - 
n Mills, Inc., 229 P. 2d 506, Certiorari 
enied, 350 U.S. 1002, rehearing denied, 
51U.S.934.) 

Prevailing minimum wages . The rec- 
rd contains different surveys prepared 
y the Bureau of Labor Statistics 
B.L.S.) and a management consultant 
ppearing on behalf of five companies 
onceming the minimum wages paid and 
stablished in this industry in June and 
)ecember 1961 and between these two 
ates. There is also evidence showing 
tie distribution of wage changes which 
pere scheduled to commence at various 
pnes during 1961 and 1962. 

Both the B.L.S. and the management 
consultant attempted to gather mini¬ 
um wage data for every establishment 
vith a total of 8 or more employees in 
rtiich the manufacture of the products 
f this industry constituted 50 percent or 
lore of its total value of sales. 

Based upon the B.L.S. survey, data 
ere compiled showing the distribution 
minimum wage rates paid in June 
^ by 68 establishments employing 
^42 persons who were engaged in work 
a type covered by the Act when per- 
•rming under a contract subject to it. 
upon the management consul- 
study, a survey was prepared 
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showing the distribution of minimum 
wage rates paid and established in June 
1961 by 65 establishments employing 
17,451 covered workers and in December 
1961 by 64 of these establishments (one 
having closed) employing 19,090 covered 
workers. The management consultant’s 
survey also contained data showing the 
distribution of the lowest rates paid by 
establishments in the industry at any 
time between June and December 1961, 
the distribution of certain minimum 
union rates established in the industry, 
and the lowest rates paid by the 22 com¬ 
panies (as distinct from plants) which 
operate the several establishments con¬ 
tained in his survey. 

An economist appearing on behalf of 
the American Federation of Labor and 
Congress of Industrial Organizations 
(AFL-CIO) interprets the evidence as 
warranting a prevailing minimum wage 
determination of $1.91 an hour for this 
industry. His conclusion is based upon 
the fact that the B.L.S. survey provides 
data showing that establishments em¬ 
ploying a majority of the covered work¬ 
ers in the industry paid no covered 
worker less than $1.86 an hour in June 
1961 and because a concentration of 6 
establishments employing 2,585 covered 
workers existed at that rate. This econ¬ 
omist contended that the B.L.S. survey 
was preferable to the management con¬ 
sultant’s survey. To this $1.86 figure he 
added five cents based upon the fact 
that this figure represents an approxi¬ 
mate average of the wage increases 
scheduled to take place after the survey 
date of June 1961. 

The management consultant recom¬ 
mends that any wage determination be 
based upon his December 1961 survey, 
rather than the B.L.S. June 1961 survey. 
He contends that minimum wages paid 
in June 1961 were not typical of those 
which characterized the industry be¬ 
cause a low level of employment existed 
in the industry at that time. 

A comparison of the B.L.S. and the 
management consultant’s surveys indi¬ 
cates that there was some increase in 
employment between June and Decem¬ 
ber 1961. It does not appear, however, 
that the pattern of lowest wages actually 
paid in the industry changed substan¬ 
tially between these dates. I have de¬ 
cided, nevertheless, to base the determi¬ 
nation of prevailing minimum wages 
upon the December data rather than 
the June data, because (1) these data 
are more recent, (2) although they cover 
three less establishments than the B.L.S. 
survey, they cover 1,348 more workers, 
and (3) the accuracy of most of the 
information contained in it was verified 
by the testimony of industry witnesses 
representing the management of various 
companies in the industry. 

The management consultant recom¬ 
mends that any wage determination be 
based upon the application of a lower 
quartile theory, rather than any measure 
of the central tendency of these plant 
minimum wages, and upon lowest “estab¬ 
lished” rates, rather than the lowest 
wages actually paid in the industry. 
Based upon the proposed adoption of 
these recommendations, he advocates a 
prevailing minimum wage determination 
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of $1.48 an hour. Similar recommenda¬ 
tions have been presented, considered, 
and rejected in wage determination pro¬ 
ceedings for numerous other industries 
(see e.g. the metal business furniture and 
storage equipment industry, 25 F.R. 
12363, 26 F.R. 4066, and the manifold 
business forms industry, 26 F.R. 5898, 
7698). For reasons fully discussed in 
those determinations, these methods of 
determining prevailing minimum wages 
are again rejected. Because the facts 
and arguments are no different in princi¬ 
ple here than they have been in the past, 

I do not believe it is necessary to reiterate 
the reasons for my conclusions on these 
points in this tentative decision. 

In the event that I do not use lowest 
established rates in determining the pre¬ 
vailing minimum wage in this industry, 
the management consultant contends 
that I should base my finding upon the 
lowest wages actually paid by each estab¬ 
lishment in this industry at any time be¬ 
tween June and December 1961. This I 
decline to do, because the array of such 
wages depicts a minimum wage struc¬ 
ture which is lower than any which 
characterized this industry at any time 
between these dates. 

I have concluded that the prevailing 
minimum wage in this industry can be 
most appropriately determined upon the 
basis of the industry survey table which 
shows the distribution of the widely 
scattered minimum wages ranging from 
$1.15 an hour to $2.14 an hour which 
were paid by the establishments compris¬ 
ing this industry in December 1961. 
However, the record presents evidence 
which appears to authorize up-dating 
some of these data beyond December 
1961. This consists of evidence regard¬ 
ing deferred minimum wage increases 
applicable under collective bargaining 
agreements and under the policy of the 
General Electric Company with refer¬ 
ence to wage increases in their non¬ 
union plants. 

Because the record contains evidence 
concerning the wages paid in December 
1961 by each establishment for which 
there is evidence on deferred minimum 
wage increases, the December survey of 
lowest wages actually paid can be altered 
directly to reflect this evidence. It can¬ 
not be altered, however, to reflect wage 
increases for the non-union plants of 
the General Electric Company, because 
the testimony that this company would 
“try to treat all employees fairly whether 
members of the union or not” is not suf¬ 
ficiently precise to permit evaluation of 
the wage increases which such a policy 
would prompt. 

The management consultant expressed 
objection to adding lowest rate increases 
to data regarding lowest wages actually 
paid at an earlier time. He contends 
that an establishment paying such an 
increase may never pay a minimum wage 
which is equal to the minimum wage 
it actually paid on the earlier payroll 
survey date plus the amount of the in¬ 
crease. This is mathematically possible, 
for if, at the time of the December wage 
survey, an establishment s minimum 
wage workers were receiving more than 
the plant beginner’s wage because of 
their experience, and if, shortly before 
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the general increase goes into effect, 
it hires a worker at its lowest beginner 
rate, the plant minimum wage would 
never have been as high as the minimum 
rate it previously paid plus the amount 
of the increase. On the other hand, if 
the minimum wage worker progresses 
'to the experienced workers rate im¬ 
mediately before a general increase goes 
into effect, the minimum wage paid in 
that establishment would be more than 
the minimum rate it previously paid plus 
the amount of the increases. 

I find that these criticisms should not 
limit the weight to be attached to this 
most current evidence of wage changes 
in the industry. Since I am obliged to 
find what minimum wage prevails in 
the industry at the time the determina¬ 
tion takes effect, I cannot assume that 
changes will not occur in the face of 
positive proof that they will. Of course 
the evidence cannot reveal exactly what 
minimum wage will be paid by each 
establishment after its deferred wage in¬ 
crease takes effect. Hie minimum rate 
it actually pays will fluctuate up and 
down as minimum wage workers are em¬ 
ployed, laid off, or achieve experience. 
Despite these inevitable fluctuations, the 
most likely inference to be drawn from 
the evidence is not that the level of the 
prevailing minimum wage in this in¬ 
dustry will remain unchanged but that 
it will increase by an amount which 
reflects the general pattern of minimum 
wage increases granted by the various 
establishments. 

Based upon the December 1961 data 
up-dated to November, 1962, the prin¬ 
ciples most frequently applied in pre¬ 
vailing minimum wage determinations 
would focus attention on the minimum 
wage paid by a majority of the establish¬ 
ments ($1,765) and the one paid by the 
establishments employing a majority of 
the covered workers ($1.86) and would 
lead to a determination of $1.78. No 
covered worker in 49.2 percent of the 
plants employing 60.5 percent of the 
covered workers will be paid less than 
this amount. 

Counsel for five of the larger com¬ 
panies in the industry however, has 
urged a lower rate, because the employ¬ 
ment of this majority or median ap¬ 
proach “to an industry dominated in 
terms of plants by one company, whose 
minimum wages are substantially higher 
than those of its competitors must in¬ 
evitably work serious inequity upon the 
industry as a whole.” He refers to the 
General Electric Company which ac¬ 
counts for about two-fifths of the plants 
and covered workers in the industry as 
a whole. 

This issue deserves serious considera¬ 
tion. The plants, employment, and 
minimum wages paid by this company 
cannot be disregarded in determining 
“the prevailing minimum wages for per¬ 
sons employed * * * in the particular” 
industry. I find that the minimum wage 
policy of this company can, however, be 
given appropriate weight by balancing 
the prevailing minimum wage for this 
industry which includes it against the 
one which prevails in the remainder of 
the industry. See the determination for 
the photographic and blueprinting 


equipment and supplies industry (25 F.R. 
12522) for treatment of a related 
problem. 

The rate which best, characterizes the 
wages paid in the non-General Electric 
part of the industry is $1.52 an hour, for 
46.2 percent of such establishments em¬ 
ploying 64.9 percent of such covered 
workers are shown to pay no covered 
worker less than $1.52 an hour. I there¬ 
fore find the prevailing minimum wage 
in the electric lamp industry to be $1.65 
an hour, this rate being mid-way be¬ 
tween $1.78 an hour and $1.52 an hour. 

Tentative determination. Accord¬ 
ingly, upon the findings and conclusions 
stated herein, pursuant to authority 
under the Walsh-Healey Public Con¬ 
tracts Act (49 Stat. 2036; 41 U.S.C. 35 et 
seq.), and in accordance with the Admin¬ 
istrative Procedure Act (60 Stat. 237; 
5 U.S.C. 1001 et seq.), notice is hereby 
given that I propose to amend Title 41 
of the Code of Federal Regulations, by 
revising section 50-202.17 to read as 
follows: 


Signed at Washington, D c • 
day of December 1962. ’ ’* nis 3 


[F.R. 


John P. Henning, 
Acting Secretary of Labi 

Doc. 62-12879; Piled, Dec. 28 
8:49 ajn.] 


[ 41 CFR Part 50-202 ] 


PUMPS AND COMPRESSORS 
INDUSTRY 


Tentative Minimum Wage 
Determination 


§ 50—202.17 Electric lamp industry. 

(a) Definition. (1) The electric lamp 
industry is defined as the manufacture 
or furnishing of electric bulbs, tubes, 
and related light sources, including but 
not limited to such products as incan¬ 
descent filament lamps, sealed beam 
headlights composed of a filament in a 
glass shell, vapor and fluorescent lamps, 
electroluminescent lamps, strobotrons, 
photoflash and photoflood lamps, ultra¬ 
violet and infra-red lamps, and the fol¬ 
lowing electric lamp components: Lead- 
in wires, support wires, filaments, welds, 
hooks, and bases. 

(2) Excluded is the manufacture of 
electron tubes. X-ray tubes, sealed beam 
headlights composed of an electric lamp 
enclosed in a shell of glass or of glass and 
metal, carbon arc lamps (except electro- 
therapeutic ultra-violet and infra-red), 
custom-made luminous tube signs, fix¬ 
tures, and raw materials such as chemi¬ 
cals, gases, glass blanks, glass tubing, 
glass rod, and dumet, molybdenum, and 
tungsten wire. 

(3) For the purpose of this definition, 
an electric lamp is defined as any her¬ 
metically sealed device the primary pur¬ 
pose of which is to convert electric 
energy into radiation within the visible 
spectrum and/or into ultra-violet ra¬ 
diation of wave lengths of not less than 
500 angstrom units and/or infra-red 
radiation not longer than 100,000 
angstrom units. 

(b) Minimum wage. The minimum 
wage for persons employed in the manu¬ 
facture or furnishing of the products of 
the electric lamp industry shall be not 
less than $1.65 an hour. 


Within twenty-one days from the date 
of publication of this document in the 
Federal Register, interested parties may 
submit written exceptions, together with 
supporting reasons, to the decision set 
out herein. Exceptions should be di¬ 
rected to the Secretary of Labor and filed 
with the Chief Hearing Examiner, Room 
4414, United States Department of Labor, 
Fourteenth Street and Constitution Ave¬ 
nue NW., Washington 25, D.C, 


A complete record of proceedings i 
der sections 1 and 10 of the Wall 
Healey Public Contracts Act (41 us 
35 and 43a) to redetermine the ] 
ing minimum wages for persons 
ployed in the pumps and compressors! 
dustry has been certified by the hea] 
examiner. The whole record has 
considered, and it is now appropria 
under section 8 of the Administrate 
Procedure Act (5 U.S.C. 1007) to 
a tentative decision, including a 
ment of findings and conclusions, as v< 
as the reasons therefor, on all mater! 
issues of fact, law, and discretion . 
sented on the record, and any appn, 
priate minimum wage redeterminatid 

I. Definition; products divisions. \ 
tentative definition of the industry w| 
sec forth in the notice of hearing. 
American Federation of Labor-Con*.^ 
of Industrial Organizations (AFL-Ciq 
and its principal affiliated unions in t 
industry, hereinafter referred to as 
unions, consider the noticed definitii 
satisfactory. The Hydraulic Institi, 
and the Compressed Air Institute, her( 
inafter referred to as the Institutes, 
sert that for minimum wage deter 
tion purposes a division in the industa 
should be made between pumps 
compressors. However, the Institute 
have offered no specific evidence in suij 
port of this position. 

The noticed definition corresponds! 
scope with Standard Industrial Cl t 
sification (SIC) Industry No. 3561 ( 
ing pumps, air and gas compressors, 
pumping equipment. SIC fourn 
groups provide an authoritative i — 
industrial classification in these proce 
ings in the absence of a showing tL- 
some different guide to such classificatioi 
may be more appropriate for minimu" 
wage determination purposes. Pap 
and Paperboard Containers and ] 
aging Products Industry (25 Fit. 9903] 
26 F.R. 7). There has been no show 
in this proceeding that some differ© 
guide is more appropriate for minima 
wage determination purposes than 
3561. Consequently, the noticed def 
tion is regarded as appropriate. No rean 
son has been established for making r 
product division in the industry, nor 1“ 
any evidence been offered in supp 
thereof. Accordingly, I find the — 
tion contained in the notice of hear 
appropriate. 

II. Locality. The unions propose 
industry-wide determination. They 
sert that the geographic area of c 
petition for contracts subject to 
Walsh-Healey Public Contracts Act 
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the products of the industry extends 
XmuKhout the area wherein the mdus- 
ThL its Plants. The Institutes take 
mnosition on the “locality” issue. 

Government Exhibit 4 shows for fiscal 
.oar i 960 the origin (place of manufac- 
C) and destination of shipments un- 
unclassified Government contracts 
.weeding $10,000 for products in the in- 
T. try There is uncontradicted testi¬ 
mony indicating that a procurement of¬ 
ficer could not generally predict the re- 
rion in which a particular product called 
for by a contract would be manufactured, 
ind that competition for Government 
business is characterized by no geo¬ 
graphic limitations. The exhibit fully 
justifies this finding. Accordingly, I 
find that the locality in which products 
of the pumps and compressors industry 
are to be manufactured or furnished for 
any Government contract subject to the 
Walsh-Healey Public Contracts Act can¬ 
not be defined more narrowly than the 
entire area in which the industry op¬ 
erates. Under these circumstances, an 
industry-wide wage determination is es¬ 
sential in this tentative decision in order 
to achieve the purposes of the statute. 

the tentative decision in the Textile 
Industry (17 F.R. 11197): Mitchell v. 
Covington Mills, Inc., 229 F. 2d 506, cert, 
denied, 350 U.S. 1002, rehearing denied 
351U.S. 934). 

HI. Prevailing minimum wages. The 
only direct evidence of minimum wages 
paid in this industry is that contained 
in the Bureau of Labor Statistics’ (BLS) 
survey. 

The Institutes argue, however, that the 
BLS survey does not furnish an ade¬ 
quate basis for making a minimum wage 
determination. The Institutes criticized 
the limitation of the BLS survey to 
establishments with fifty percent of their 
total volume of sales in the defined in¬ 
dustry. They contend that there may 
be firms manufacturing products in the 
defined industry in addition to the 252 
establishments which met the test and 
which were surveyed by the Bureau of 
Labor Statistics. 

The argument is unsound. The fifty 
percent of sales test has been applied 
consistently in wage surveys conducted 
for the purposes of making minimum 
wage determinations under the Act. Its 
use assures that the minimum wages re¬ 
ported by respondents will reflect the 
wage structure of the industry surveyed 
instead of some other industry or in¬ 
dustries. See: Manifold Business Forms 
Industry (26 F.R. 5898); Machine Tools 
Industry (23 F.R. 898). The data of 
record showing a substantial degree of 
specialization in this industry support 
the conclusion that the coverage of the 
BLS survey was fully appropriate for 
wage determination purposes. 

The Institutes also contend that the 
BLS survey is inadequate because of the 
failure to collect and tabulate data re¬ 
garding the lowest established wage rates 
of the establishments in the industry. 
Information was collected and tabulated 
in the survey regarding lowest rates 
actually paid. There was, therefore, no 
compelling reason to gather in addition 
any data showing the lowest established 
rates. Whenever the making of a pre¬ 


vailing minimum wage determination 
has necessitated a choice between use of 
lowest established rates or lowest rates 
actually paid, the lowest rates actually 
paid have been relied upon consistently. 
See: Office, Computing, and Accounting 
Machines Industry (26 F.R. 10517) and 
the decisions cited therein. The rea¬ 
sons set out in those decisions are 
applicable here. 

The Institutes also complain that the 
BLS survey questionnaire (Government 
Exhibit 6) makes no attempt to collect 
information dealing with foreign com¬ 
petition. There was no error in this 
omission. The only purpose of the sur¬ 
vey was to collect information about the 
wages paid in the industry. Moreover, 
even if data relating to foreign competi¬ 
tion were collected, it would not be 
relevant to any issue in this proceeding. 
Office, Computing, and Accounting Ma¬ 
chines Industry (26 F.R. 10517). 

The Institutes further argue that 
there was a denial of procedural due 
process when the hearing examiner 
denied their request to make application 
for examination of the responses under¬ 
lying the BLS survey. More precisely, 
there was a denial by the hearing ex¬ 
aminer of a request by counsel for the 
Institutes for an adjournment of the 
hearing so that counsel could prepare a 
written application for a subpoena 
duces tecum calling for the production 
of the documents underlying the survey, 
or, at least, the names of the companies 
surveyed. 

It cannot be said that in regulating 
the proceedings the hearing examiner 
abused his discretion in denying the re¬ 
quest. The convenience of many inter¬ 
ested persons in attendance was to be 
considered as well as that of counsel 
making the demand. Besides, on bal¬ 
ance, the asserted recent engagement 
of counsel by the Institutes and the 
asserted surprise of counsel at a cor¬ 
rection by a BLS witness of one of the 
tabulations in the survey are greatly 
outweighed by the following circum¬ 
stances. The notice of hearing stated 
that the Department would submit the 
wage survey at the hearing, and that the 
data were immediately available to in¬ 
terested persons. The notice also di¬ 
rected attention to the rules of practice 
which govern the proceedings. In 
§ 50-203.19, the rules of practice provide 
that any request for a subpoena must 
be submitted timely and in writing. Also, 
before the requests for adjournment 
were even made, counsel for the Insti¬ 
tutes showed some familiarity with ap¬ 
plications for subpoenas in these pro¬ 
ceedings and the manner of processing 
the survey responses by the BLS. More¬ 
over, the hearing examiner did not im¬ 
properly consider in his denials the im¬ 
portance of the information sought in 
relation to the delay sought in the pro¬ 
ceeding. The ultimate request of counsel 
was for a delay in proceedings to enable 
him to submit a written application for 
a subpoena calling for the names of the 
respondents to the BLS and nothing 
more. Counsel did not indicate or sug¬ 
gest that he had available any informa¬ 
tion regarding the minimum wages paid 
in any companies that might be within 


the survey, and he offered none in evi¬ 
dence. Without such information it is 
not likely that the names of the re¬ 
spondents to the BLS survey could 
result in any greater disclosure of facts 
bearing upon the prevailing minimum 
wages issue or any other issue in this 
proceeding. 

The Institutes propose that if a deter¬ 
mination is made it should not exceed 
$1.50 an hour. The proposal is grounded 
upon an estimate contained in the 
post-hearing presentation of the In¬ 
stitutes that the medians of the lowest 
established rates of establishments in 
the industry, alone and as weighted by 
their covered employment, would be 
about ten percent below similar medians 
of the lowest rates actually paid. The 
record is devoid of any evidence bearing 
upon such an estimate. Further, as in¬ 
dicated previously, whenever the making 
of a prevailing minimum wage determi¬ 
nation has necessitated a choice between 
the use of lowest established rates or 
lowest rates actually paid, the lowest 
rates actually paid have been relied upon 
consistently. For these reasons, the pro¬ 
posal is rejected. 

The unions propose that $1.86 an hour 
be found as the prevailing minimum 
wage as of the time of the BLS survey. 
In doing so, the unions rely upon what 
they regard as the first significant con¬ 
centration on Table 4 of the BLS survey, 
the so-called “impact” table. The “im¬ 
pact” table shows distribution of estab¬ 
lishments and workers according to the 
number and percent of covered workers 
earning less than specified amounts per 
hour. 

The proposal misconstrues the statu¬ 
tory terms “prevailing” and “minimum” 
in the phrase “prevailing minimum 
wages.” It is therefore rejected. There 
may be wages above the “minimum” 
which may be said to be “prevailing” in 
a particular group. But they are not 
“minimum” wages. Where, as here, only 
one prevailing minimum wage is being 
considered, there can be only one lowest 
or “minimum wage” in any one group. 
The word “prevailing” must encompass 
more than one group. Parenthetically, 
it is observed that the proposal is some¬ 
what similar to the “cluster” theory ad¬ 
vanced from time to time in these pro¬ 
ceedings, and dismissed because of the 
availability of more relevant data con¬ 
sisting of an array of minimum wages, 
such as those in Table 3 of the BLS sur¬ 
vey, Paper and Paperboard Containers 
and Packaging Products Industry (25 
F.R. 9903). 

Under the provisions of section 1(b) 
of the Act, I conclude that a frequency 
distribution of the lowest rates actually 
paid in any industry, such as Table 3 of 
the BLS survey, is the most significant 
for the purpose of making a minimum 
wage determination. The table shows no 
single minimum wage which predomi¬ 
nates solely upon the basis of frequency. 
Under such circumstances it is proper 
to use a statistical method giving decisive 
weight to the minimum wages paid by a 
majority of the establishments and the 
minimum wages paid by establishments 
employing a majority of the workers who 
would be protected by the determina- 
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tion. Using this method, $1.65 is found 
to be the prevailing minimum wage at 
the time of the BLS survey; i.e. the pay¬ 
roll period ending nearest September 15, 
1961. At that time minimum wages of 
$1.65 or more were paid by 53.2 percent 
of the establishments with 58.3 percent 
of the covered worker employment. 

The unions propose that an increase 
of 7 cents in the prevailing minimum 
wage be found to have occurred since 
the time of the BLS survey. Table 5 of 
the BLS survey, showing deferred wage 
increases for the lowest grade covered 
workers is the basis of this proposal. 
However, Table 5 alone will not sustain 
such a finding. It shows deferred wage 
increases for about one-fifth of the es¬ 
tablishments which employ about two- 
fifths of the covered workers. It cannot 
be reasonably inferred that increases of 
a magnitude revealed in that table are 
characteristic of the industry as a whole. 

The record lacks substantial evidence 
of an upward movement in the prevail¬ 
ing minimum wage since the time of the 
BLS survey. When the deferred wage 
increases shown on Table 5 of the survey 
are incorporated into Table 3 there is 
no meaningful upward movement in the 
prevailing minimum wage. Government 
Exhibit 5 shows an upward movement of 
average hourly earnings by about 2 cents 
from September 1961 to November 1961. 
However, this increase is too small to 
infer that it has affected the level of the 
prevailing minimum wage in the in¬ 
dustry. 

Need for determination. The Insti¬ 
tutes assert that no determination should 
be made because only about five percent 
of the products of the industry are sold 
to the Government. The Act contem¬ 
plates in all contracts to which it applies 
the inclusion of all five of its representa¬ 
tions and stipulations, including the re¬ 
quirement for the payment of prevailing 
minimum wages. It cannot be denied in 
the face of the wage data here that the 
current determination of $1.15 no longer 
accurately measures the minimum wages 
actually prevailing in this industry. 

The notice of hearing invited submis¬ 
sion of evidence on the question of 
whether there is good cause to delay 
the effective date of any prevailing mini¬ 
mum wage determination made in a 
final decision in this proceeding for more 
than seven days after it is published in 
the Federal Register. The notice ex¬ 
plained that in the recent decisions in 
similar proceedings good cause was found 
to shorten the delay in effective date to 
seven days since such minimum wage 
determinations are only applicable to 
contracts bids for which are solicited or 
negotiations otherwise commenced on or 
after their effective dates (26 F.R. 9042 • 

41 CFR 50-202.1), and consequently 
there would be sufficient time for pro¬ 
spective contractors to adjust any mini¬ 
mum wage obligation resulting from 
such a determination without undue 
postponement in the applicability of such 
determinations. No evidence on this 
matter was offered or submitted at the 
hearing. For the reasons expressed in 
the above cited decisions, a seven-day 
delayed effective date will govern any 
final decision which may be made in this 
proceeding. 


Accordingly, for the conclusions stated 
above and pursuant to section 4 of the 
Walsh-Healey Public Contracts Act (41 
U.S.C. 38), it is proposed to amend 41 
CFR Part 50-202 by adding thereto an 
additional section, designated § 50- 
202.30, reading as follows: 


§ 50—202.30 Pumps and Compressors 
Industry. 


(a) Definition, (l) The pumps and 
compressors industry includes the manu¬ 
facture or furnishing of hand and power- 
driven pumps, compressors, and pump¬ 
ing equipment, including parts especially 
designed therefor. Products of this in¬ 
dustry include, without limitation, the 
following: industrial pumps, pumps for 
fluid power systems, hydraulic pumps, 
vacuum pumps, domestic water systems 
and pumps, domestic hand and windmill 
pumps, oil well and oil field pumps, air 
and gas compressors, tire inflators, and 
dusting and spraying outfits for metals, 
paints, and chemicals (except agricul¬ 
tural dusting and spraying machinery 
and equipment). 

(2) The pumps and compressors in¬ 
dustry does not include the manufacture 
or furnishing of refrigerating and air 
conditioning compressors, laboratory 
vacuum pumps, fuel pumps for motor 
vehicles, aircraft engine pumps, propel¬ 
ler feathering pumps, gasoline and oil 
measuring and dispensing pumps, grease 
guns, and agricultural dusting and 
spraying machinery and equipment. 

(b) Minimum wages. The minimum 
wage for persons employed in the manu¬ 
facture or furnishing of the products of 
the pumps and compressors industry 
shall be not less than $1.65 an hour. 


Within 21 days from the date of pub¬ 
lication of this tentative decision in the 
Federal Register interested persons may 
submit written exceptions to the pro¬ 
posed action prescribed therein, togeth¬ 
er with supporting views. Exceptions 
shall be addressed to the Secretary of 
Labor, and filed with the Chief Hearing 
Examiner, Room 4414, United States De¬ 
partment of Labor, Washington 25, D.C. 


Signed at Washington, D.C., this 21st 
day of December 1962. 


John F. Henning, 
Acting Secretary of Labor. 


[F.R. Doc. 62-12880; Filed, Dec. 28, 1962; 
8 ; 49 a.m.] 


r 41 CFR Pari 50-202 ] 


SCIENTIFIC, INDUSTRIAL, AND LABO¬ 
RATORY INSTRUMENTS INDUSTRY 


Tentative Minimum Wage 
Redetermination 


A complete record of proceedings un¬ 
der sections 1 and 10 of the Walsh- 
Healey Public Contracts Act (41 U.S.C. 
35 and 43a) to redetermine the prevail¬ 
ing minimum wages for persons em¬ 
ployed in the scientific, industrial, and 
laboratory instruments industry has 
been certified by the hearing examiner. 
A tentative decision, including a state¬ 
ment of findings and conclusions, as well 
as the reasons and basis therefore, on 
all material issues of fact, law, and dis¬ 
cretion presented on the record, and any 


proposed wage redetermination k ™ 
appropriate under the applicable Cl 
Of Practice (41 CFR Part 50-203 21 (hri 
and the Administrative Procedure jw J 
U.S.C. 1007(b)). euure Act (j 

I. Definition The first issue listed J 

the notice of hearing (27 PR 3611) i 
whether any amendment should be m J 
to the definition of the industry £3 
cept for the addition of laboratory fur 
niture and equipment, the definition it 
the notice is the same in substance 
the one in the wage determination j 
this industry which is now in effect Thi 
proposed definition was satisfactory ta 
the labor and management represental 
tives participating in the hearing and 
no amendments were proposed. Ac 
cordingly, the definition as proposed wi 
be adopted for the purpose of this 
tative decision. 

II. Product division. The second isJ 
sue upon which the submission of evi¬ 
dence was invited in the notice of hear¬ 
ing is stated in the following terms: 
Should a separate minimum wage deter¬ 
mination be made for the manufacture 
or furnishing of electrical indicating in., 
struments and service test equipment?! 
They consist of indicating instrument 
mechanisms (except spotlight galvanom-, 
eters) such as moving coil, electro-dy-| 
namometer, moving iron, electro-static,! 
moving magnet, and vibrating reed! 
whether indicating or contact-making 
(relays), which are activated by electri¬ 
cal current or voltage; and accessories 
and auxiliary devices for a panel, switch¬ 
board, pocket, or portable indicating in¬ 
strument which displays measurement 
either by means of a pointer moving 
across a dial, a vibrating reed, or digital 
readout; and service test equipment,] 
portable or bench type, including kits 
for assembling such test equipment (but 
excluding graphic recording devices),! 
primarily designed for service, mainte¬ 
nance, or installation of electrical, elec¬ 
tronic, radio, television or communica¬ 
tions equipment, such as but not limited 
to tube, transistor, or battery testers; 
multimeters; service oscilloscopes; col¬ 
or-bar generators; service vacuum-tube 
voltmeters; and automotive motor 
analyzers. 

The Scienific Apparatus Makers As¬ 
sociation (SAMA), the Electronic In¬ 
dustries Association (EIA), and the Na¬ 
tional Electrical Manufacturers Associa¬ 
tion (NEMA) propose an affirmative 
answer to the question. That is, they 
propose that separate wage determina¬ 
tions be made for the electrical indicat¬ 
ing instruments and service test equip¬ 
ment segment of the industry and for 
the remainder of the industry. However, 
the American Federation of Labor- 
Congress of Industrial Organizations 
(AFL-CIO) and its affiliated unions con¬ 
cerned with this industry, the Interna¬ 
tional Association of Machinists (IAM), 
the International Brotherhood of Elec¬ 
trical Workers (BEW), and the Interna¬ 
tional Union of Electrical Workers 
(IUE), propose that only one wage de¬ 
termination be made for the entire in¬ 
dustry. 

The industry witnesses representing 
manufacturers of electrical indicating 
instruments and service test equipment 
testified that in general establishments 
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tvDe do not make products within 
Irfsidual portion of the industry, 
i There was also testimony from these 
iL es indicating that there is no 
!lmnetition between the products of the 
Sica indicating instruments and 
£52 lest equipment segment of the 
£stry and those of the remamder of 
thp industry. 

1 The evidence of minimum wage pay¬ 
ments in the industry shows significant 
Terences in the minimum wage levels 
S the electrical indicating instruments 
and service test equipment portion of 
Se industry and the remainder of the 
industry. For example, Table 3 of Gov¬ 
ernment Exhibit 6 (the BLS survey) 
foows that the median establishment in 
he electrical indicating instruments and 
ervice test equipment branch of the in¬ 
dustry paid a minimum wage of $1.40, 
and the median establishment weighted 
bv covered employment paid a minimum 
wage of $1.35. In the remainder of the 
industry, the median establishment paid 
a minimum wage of $1.50, regardless of 
whether the establishments are weighted 
by covered employment. 

The evidence relating to the lack of 
competition between the segments of the 
industry, lack of overlap in manufacture, 
and significant minimum wage differ¬ 
ences between the electrical indicating 
instruments and service test equipment 
portion of the industry and its remainder 
point to the conclusion that separate 
minimum wage determinations should be 
made for each branch. 

III. Locality. The unions propose 
that an industry-wide determination be 
made. No one participating in the pro¬ 
ceeding has submitted any proposal re¬ 
questing division of the industry or 
either of its branches on a geographic 
basis. There are no proposals suggest¬ 
ing that the area of competition for Gov¬ 
ernment contracts in this industry or in 
either of its branches is narrower than 
all of that area in which the plants are 
located. 

A study was made of the origin and 
the destination of shipments of products 
under unclassified Government con¬ 
tracts subject to the Walsh-Healey Pub¬ 
lic Contracts Act in the scientific, 
industrial, and laboratory instruments 
industry. This study indicates that in 
each of the branches of the industry 
competition for such contracts extends 
throughout the area in which such prod¬ 
ucts are made. At the time when bids 
are invited, there is no way to predict 
the geographic area in which the suc¬ 
cessful bidder’s plant will be located. 
The testimony of witnesses representing 
firms manufacturing products in each 
of the branches of the industry relating 
to the marketing of their products cor¬ 
roborates this documentary evidence. 
Accordingly, I hereby find that the 
locality in which the products of each 
of the branches of this industry are to 
be manufactured or furnished for any 
contract subject to the Act cannot be 
defined more narrowly than the entire 
area in which the branch operates. Un¬ 
der these circumstances, branch-wide 
minimum wage determinations are re¬ 
quired to achieve the purposes of the 
statute. (See the tentative decision for 
the Textile Industry (17 F.R. 11197); 


Mitchell v. Covington Mills, 229 F. 2d 
506, cert, denied, 350 U.S. 1002, rehearing 
denied, 351 U.S. 934.) 

IV. Prevailing minimum wages —A. 
General. SAMA and EIA contend that 
the BLS wage survey overstates the min¬ 
imum wages which prevail in the in¬ 
dustry, principally because establish¬ 
ments employing less than eight persons 
were not included in the survey. The 
thrust of the testimony of the industry 
economist cited as supporting the con¬ 
tention is to the effect that the large 
establishments in the industry charac¬ 
teristically have higher wages than the 
small establishments, and that because 
the establishments with fewer than eight 
employees were not included, the BLS 
survey has a higher proportion of rela¬ 
tively high minimum wage establish¬ 
ments than does the industry as a whole. 

There is no evidence in the record 
showing what minimum wages are 
actually paid by establishments em¬ 
ploying less than eight persons. Coun¬ 
sel for SAMA and EIA inferred 
that the minimum wages of such 
establishments would be lower than 
those of establishments within the 
BLS survey. This inference rests on 
minimum wage data available for vari¬ 
ous establishment size groups in a May 
1955 survey of minimum wages in the 
industry conducted by the BLS, a survey 
of minimum wages conducted in October 
1961 by industry representatives, and 
data on average annual earnings con¬ 
tained in the Census of Manufactures for 
1958. Counsel points out that the May 
1955 survey revealed median minimum 
wages paid by establishments with 1,000 
or more employees of $1.33, compared 
with $1.15 and $1.20 by establishments in 
smaller size groups. He also argues that 
similar variations in minimum wages ac¬ 
cording to establishment size are shown 
in the October 1961 industry survey. 
This evidence is further buttressed, in 
his view, by the correlation indicated in 
1958 Census of Manufactures data be¬ 
tween average annual earnings and size 
categories of establishments. 

While analysis of the May 1955 BLS 
wage survey does reveal a tendency on 
the part of larger plants to pay higher 
minimum wages than the average, the 
October 1961 BLS survey indicates a sub¬ 
stantial reduction in the degree of cor¬ 
relation between these two factors. 
Specifically, while the May 1955 survey 
indicated a spread of 12 cents between 
the $1.20 median minimum wage for es¬ 
tablishments unweighted by covered em¬ 
ployment and the $1.32 median on a 
weighted basis, the comparable spread 
in October 1961 was only two cents, $1.45 
as compared with $1.47. In the electri¬ 
cal indicating instruments and service 
test equipment branch, the lowest rate 
actually paid by the median establish¬ 
ment, when weighted by covered em¬ 
ployment, was actually five cents lower 
than that of the unweighted median es¬ 
tablishment. The median of the estab¬ 
lishments in that branch weighted by 
covered employment, paid a minimum 
wage of $1.35 while the median of the 
unweighted establishments paid a mini¬ 
mum wage of $1.40. In the remainder 
of the industry, the lowest rate actually 
paid by the median establishment, both 


unweighted and weighted, was $1.50. 
Under these circumstances, the tabula¬ 
tions according to size in the May 1955 
survey are not persuasive in this pro¬ 
ceeding. They do not show that estab¬ 
lishments of more than average size 
characteristically pay minimum wages 
that are higher than those paid by 
smaller establishments or that establish¬ 
ments employing less than eight persons 
may be expected to pay minimum wages 
lower than the establishments included 
within the survey. 

The industry survey is also unconvinc¬ 
ing in showing that larger establish¬ 
ments characteristically pay minimum 
wages that are higher than those paid 
by smaller establishments and that es¬ 
tablishments employing less than eight 
persons may be expected to pay mini¬ 
mum wages lowers than those included 
in the BLS survey. The average cov¬ 
ered employment of establishments in¬ 
cluded hv the industry survey is 225, 
while the comparable covered employ¬ 
ment in the BLS survey is 97. Yet, the 
lowest wage actually paid by the median 
establishment in the industry survey was 
$1.41 while the lowest wage actually paid 
by the median establishment in the BLS 
survey was $1.45. Also, for the estab¬ 
lishments with 8 to 100 employees in the 
whole industry, the industry survey 
shows that the lowest wage actually paid 
by the median establishment weighted by 
covered employment was $1.36, which is 
one cent less than the lowest wage ac¬ 
tually paid by the unweighted median 
establishment. With respect to the 
electrical indicating instruments and 
service test equipment branch and with 
respect to the same size group, the in¬ 
dustry survey shows that the lowest wage 
actually paid by the median establish¬ 
ment unweighted by covered employ¬ 
ment was eight cents higher than the 
lowest wage actually paid by the median 
establishment weighted by covered em¬ 
ployment. 

With respect to the average annual 
earnings data (Industry Exhibit 3) re¬ 
lied upon by Counsel for SAMA and EIA 
in drawing the conclusion that the mini¬ 
mum wages paid by plants with less than 
8 workers represent the lowest in the 
industry, it should be noted that neither 
the AFL-CIO economist nor the econo¬ 
mist testifying on behalf of the Wage 
and Hour and Public Contracts Divi¬ 
sions drew this inference. The latter 
witness considered the data on annual 
earnings insufficient to sustain any con¬ 
clusion as to the comparative level of 
minimum wages in establishments with 
less than 8 employees because of the 
higher birth and mortality rates of such 
establishments and their probable lack 
of minimum wage workers exclusively en¬ 
gaged in routine or unskilled activities. 

Weighing all of the evidence in point, 
I find that the record does not sustain 
the contention that the exclusion from 
the BLS wage survey of establishments 
with less than eight employees resulted 
in upward bias. 

SAMA and EIA also contend that con¬ 
sideration should be given to the lowest 
established rates in the industry in addi¬ 
tion to the lowest rates actually paid. 
The industry survey included such rates. 
The industry economist testified that 
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lowest established rates were of at 
least equal significance with lowest rates 
actually paid because lowest rates 
actually paid may be affected by em¬ 
ployment fluctuations. This position 
has been advanced frequently in past 
proceedings of this type and whenever 
a choice was made between lowest estab¬ 
lished rates and lowest rates actually 
paid for purposes of determining prevail¬ 
ing minimum wages, reliance has been 
placed consistently on lowest rates ac¬ 
tually paid (see the tentative decision in 
the metal business furniture and stor¬ 
age equipment industry, 25 F.R. 12363 
and the tentative decision in the mani¬ 
fold business forms industry, 26 F.R. 
5898). No unusual circumstances are 
present in these proceedings which would 
warrant a departure from this policy. 

The unions propose that the prevailing 
minimum wages in the industry be de¬ 
rived from the table of the BLS wage 
survey which shows the number and 
percent of covered workers earning less 
than specified amounts in establishments 
paying minimum wages of less than 
$1.60 an hour. The proposal arises from 
an alleged inadequacy in the table which 
shows only the lowest rates actually paid 
in various plants. The inadequacy is 
said to lie in the fact that very few work¬ 
ers were employed at the lowest rate in 
a number of establishments. The unions 
contend that the prevailing minimum 
wage determination should be made at 
least in part on the basis of the first 
significant concentration of workers in 
each establishment. I reject this meth¬ 
od of determining prevailing minimum 
wages because I cannot arbitrarily ex¬ 
clude the wages paid to any covered 
worker from consideration in viewing the 
minimum wages paid by an establish¬ 
ment when I am seeking to determine 
a prevailing minimum wage which will 
be enforced with respect to all employees 
in the establishment working on a con¬ 
tract subject to the Act. (See the ten¬ 
tative decision in the machine tools in¬ 
dustry, 27 F.R. 898, and the tentative 
decision in the motors and generators 
industry, 27 F.R. 1913.) 

SAMA and EIA contend that issuance 
of minimum wage determinations at 
levels consistent with the usual stand¬ 
ards applied by the Department would 
be inconsistent with the standards for 
noninflationary wage behavior set forth 
in the 1962 Annual Report of the Council 
of Economic Advisers, which was offi¬ 
cially noticed. It is asserted that de¬ 
terminations of $1.35 for the electrical 
indicating instruments and service test 
equipment branch and $1.50 for the other 
branch of the industry would compel 
average hourly earnings increases for 
these branches of 6.9 cents and 8.8 
cents, respectively, in contrast to the 
indicated noninflationary permissible 
limits of 5.5 cents and 6 cents. While my 
primary responsibility in these proceed¬ 
ings is to enforce those provisions of the 
Act which relate to the determination of 
prevailing minimum wages in the scien¬ 
tific, industrial, and laboratory instru¬ 
ments industry, it is apparent from the 
evidence of record that management’s 
prediction of ‘‘inflationary” effects flow¬ 
ing from the determination rates based 
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on the record and ascertained by appli¬ 
cation of the usual standards of the De¬ 
partment is not warranted. 

Management’s contention regarding 
the inflationary effects of the redeter¬ 
mination is dependent upon the assump¬ 
tions that all plants below the new pre¬ 
vailing minimum wage will not only 
adopt it as the basis for their wage 
structures, but will grant the same in¬ 
crease to all their workers. The first 
assumption is clearly untenable since 
the Public Contracts Act is applicable 
only to those firms which have Govern¬ 
ment contracts. Government purchases 
of the products of this industry subject 
to the Act, while substantial, do not ap¬ 
pear to constitute significantly more 
than 10 percent of the industry’s out¬ 
put. Accordingly, management’s as¬ 
sumption of universal effect greatly 
overstates the probable impact of the 
determination. The record also does not 
contain data sufficient to establish the 
validity of the management contention 
that workers above the determination 
rate will be granted increases equal to 
those received by minimum wage work¬ 
ers in establishments affected by the 
determination. Taking into considera¬ 
tion the limits of Government purchases 
of the products of this industry and the 
fact that experience indicates that stat¬ 
utory minimum wage increases are usu¬ 
ally immediately accompanied by a 
narrowing of wage differentials, it is 
clear that a determination reached in 
accordance with usual standards will not 
breach the guidelines of noninflationary 
wage behavior recommended by the 
Council of Economic Advisers. 

B. Electrical indicating instruments 
and service test equipment. NEMA 
proposes that $1.25 an hour be found to 
be the prevailing minimum wage in the 
electrical indicating instruments and 
service test equipment branch of the 
industry. In view of the fact that $1.25 
or less was paid by only 34.3 percent of 
the establishments with 32.5 percent of 
the covered employment, the figure 
NEMA recommends does not appear 
representative of all of the minimum 
wages paid in the branch. The deter¬ 
mination rate of $1.30 recommended by 
SAMA and EIA must also be rejected 
since minimum wages of $1.30 or less 
were paid by but 39.4 percent of the 
establishments with 41.9 percent of the 
covered employment. 

The appropriate area of consideration 
appears rather to be the interval from 
$1.35 through $1.40. The BLS wage 
survey indicates that 58.8 percent of the 
establishments with 54.0 percent of the 
covered employment paid minimum 
wages of at least $1.35, while 51.5 percent 
of the establishments with 47.3 percent 
of the covered worker employment paid 
minimum wages of at least $1.40. With¬ 
in this area, I find that $1.35 an hour 
best represents the minimum wages paid 
in this branch of the industry. Accord¬ 
ingly, I find that rate to be the prevailing 
minimum wage in the electrical indi¬ 
cating instruments and service test 
equipment branch of the industry. 

C. Remainder of the industry. SAMA 
and EIA contend that the prevailing 
minimum wage is about $1.40 for that 


portion of the industry which excludes 
electrical indicating instruments 
service test equipment. Since but 4 ? o 
percent of the establishments with 
percent of the covered employment Dai d 
minimum wages of $1.40 or less, this ra e 
appears to be below the level of the min 
mum wage which may be considered dS' 
vailing in this portion of the industry 

For this portion of the industry *1 5fl 
an hour appears to be the most renre- 
sentative minimum wage. At least that 
rate was paid by 50.7 percent of the 
establishments with 52.1 percent of the 
covered worker employment and the 
median establishment minimum waee 
weighted and unweighted by covered 
worker employment both occur at thh 
level. Accordingly, I find $1.50 to be the 
prevailing minimum wage in the re- 
mainder of the industry. 

D. Post survey increase. The unions 
propose that the prevailing minimum 
wages in the industry be found to have 
increased by five cents since the BLS 
survey period of October 1961. SAMA 
EIA, and NEMA contend that there is 
insufficient evidence to support such a 
finding. 

The opinion of the AFL-CIO economist 
to the effect that the proposed increase 
has occurred rests upon the table of the 
BLS survey showing the deferred wage 
increases for the lowest grade covered 
employees in the industry. It is my con¬ 
clusion that the data contained in that 
table do not sustain the proposal. In the 
electrical indicating instruments and 
service test equipment branch, only 15 
establishments with 3,341 covered work¬ 
ers had provisions for deferred wage in¬ 
creases while 244 establishments with 
22,729 covered workers did not. In the 
remainder of the industry, only 38 estab¬ 
lishments with 11,502 covered workers 
reported provisions for deferred wage in¬ 
creases while 454 establishments with 
36,118 covered workers did not. More¬ 
over, adjusting the distribution of estab¬ 
lishments and employees by the lowest 
rate actually paid to reflect deferred 
wage increases would not provide a basis 
for a higher determination for either 
branch of the industry. Other evidence 
concerning the movement of wages in 
this industry since the wage survey does 
not substantially improve the case for a 
post-survey increase. In these circum¬ 
stances, I must and do agree with the 
contention that there is insufficient evi¬ 
dence to support such a finding. 

E. Delay in effective date of any final 
determination . In addition to the re¬ 
ceipt of evidence relating to the proposed 
rule making, the notice of hearing in¬ 
vited evidence in connection with the 
discretionary exception provided in sec¬ 
tion 4(c) of the Administrative Proce¬ 
dure Act and reflected in the rules of 
practice (41 CFR 50-203.22) for shorten¬ 
ing the delay in effective date of any final 
decision resulting from the proceeding 
from the general requirement that pub¬ 
lication of a substantive rule precede the 
effective date thereof by not less than 
thirty days. 

In a number of decisions good cause 
has been found to shorten the delay in 
effective date to seven days because pre¬ 
vailing minimum wage determinations 
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niv only to contracts for which bids 
..solicited, or negotiations commenced 
fir the effective date of the applicable 
determination (See 41 CFR 50-202.1). 
Ssequently, there is ample time for 
“tractors to conform their conduct so 
« to avoid the legal consequences of any 
violations (See the final determination 

prevailing minimum wages for the 
manifold business forms industry, 26 P.R. 
7698, and the paper and pulp industry, 

26 F.R. 7699). . , 

SAMA and the EIA comment that a 
seven-day delay in effective date of any 
determination in this industry would 
cause considerable hardship on the in¬ 
dustry. Briefly, their position is that 
firms are not advised of their precise 
obligations with respect to the payment 
of minimum wages under the Walsh- 
g ea ley public Contracts Act at the time 
they bid on Government contracts. 
However, this would be true no matter 
when the determination becomes effec¬ 
tive. Regardless of what delay in effec¬ 
tive date is provided for in a rule requir¬ 
ing the payment of minimum wages, the 
prospective bidder, unless otherwise in¬ 
formed, would have to ascertain his 
minimum wage obligations from either 
the Code of Federal Regulations or the 
daily issue of the Federal Register, as 
the case may be, or obtain such informa¬ 
tion from the Department of Labor. In 
the latter connection, it is noteworthy 
that Clause 6 of “Standard Form 30: 
Invitation and Bid (Supply Contract) ”, 
directs the attention of prospective bid¬ 
ders to wage determinations applying 
under the Walsh-Healey Public Con¬ 
tracts Act and the fact that information 
regarding them may be obtained from 
the Wage and Hour and Public Contracts 
Divisions of this Department. Conse¬ 
quently, there is a practical avenue avail¬ 
able to any prospective bidder whereby 
he may inform himself of current mini¬ 
mum wage responsibilities. Under these 
circumstances, I find good cause for 
shortening the delay in effective date of 
any final decision resulting from these 
proceedings to seven days. 

Accordingly, upon the findings and 
conclusions stated above, I propose to 
amend 41 CFR 50-202.14 to read as fol¬ 
lows: 

§ 50-202.14 Scientific, Industrial, and 
Laboratory Instruments Industry. 

(a) Definition. (1) The scientific, in¬ 
dustrial, and laboratory instruments in¬ 
dustry is defined as that industry which 
manufactures or furnishes instruments 
and accessories and auxiliary devices for 
pich instruments used for measuring, 
indicating, recording, or initiating con¬ 
trol of physical or chemical qualities or 
quantities or other characteristics or 
properties such as acceleration, acidity, 
alkalinity, altitude, angle, attitude, 
color, combustion, conductivity, density, 
direction, distance, electricity, flow, 
force, humidity, intensity, light, liquid 
level, mass, position, pressure, radioac¬ 
tivity, sight, sound, speed, temperature, 
vibration, viscosity, and wave length; 
and laboratory furniture and equipment. 

(2) The definition includes, but with¬ 
out limitation, instruments and acces¬ 
sories and auxiliary devices for such 
instruments used for measuring, indi¬ 


cating, recording, or initiating control 
in drafting, engineering, industrial proc¬ 
essing, meteorology, navigation, and sur¬ 
veying; instruments and accessories and 
auxiliary devices for such instruments, 
used in teaching, demonstration, re¬ 
search or testing for the measuring, in¬ 
dicating, recording, or initiation of con¬ 
trol of such qualities, quantities, or other 
characteristics or properties as bacterio¬ 
logical, biological, chemical, clinical, 
geological, physical, physiological, psy¬ 
chological, and radiological; and lab¬ 
oratory furniture and equipment. 

(3) The definition does not include: 

(i) Electric, gas, and water meters used 
to measure consumption by individual 
domestic or commercial users; (ii) gaso¬ 
line meters used in service stations, 
garages, and similar locations; (iii) the 
following items used on automotive 
equipment: Ammeters; pressure, fuel, 
and temperature gauges; and speedom¬ 
eters and tachometers; (iv) clocks, 
watches, and clockwork mechanisms and 
controls; (v) machinists’ blocks and 
gauges; (vi) control and indicating de¬ 
vices used in domestic, store, office, and 
similar installations of air conditioning, 
refrigeration, comfort heating, cooking, 
and water heating equipment; (vii) 
speed and emergency governors used 
with steam, gas, and hydraulic turbines, 
and diesel engines; (viii) ophthalmic 
lenses, trial sets, and other ophthalmic 
products; (ix) transmitting and receiv¬ 
ing equipment for telephony, carrier 
equipment, radio, television, sonar, 
loran, shoran, radar, teletype, and related 
systems; (x) photographic lenses; (xi) 
optical glass; (xii) laboratory glassware 
and other technical, scientific, and in¬ 
dustrial pressed and blown glassware; 
(xiii) industrial, commercial, and house¬ 
hold scales and other mechanical 
weighting machines (except balances 
and precision weighting devices for lab¬ 
oratory, research, and scientific uses) ; 
(xiv) surgical, medical, and dental in¬ 
struments; and (xv) basic electrical or 
electronic component parts such ajs re¬ 
sistors, capacitors, relays, connectors, 
switches, transformers, reactors, coils, 
chokes, inductors, vibrators, filters, pulse 
networks, home-type TV and FM an¬ 
tennas, headphones, microphones, loud¬ 
speakers, piezo-electric crystals and 
crystal devices, and permeability tuning 
devices; specialized microwave compo¬ 
nents; specialized ferrite components; 
and complex components, packaged 
components, modules, and other similar 
component combinations manufactured 
as a single unit (except when such basic 
electrical or electronic component parts 
are designed, engineered, and used as 
standards or precision devices in labora¬ 
tory, research, and scientific work, or in 
quality control). 

(b) Wage rates. (1) The minimum 
wages for persons employed in the manu¬ 
facture or furnishing of electrical indi¬ 
cating instruments and service test 
equipment shall be $1.35 an hour. These 
products consist of indicating instru¬ 
ment mechanisms (except spotlight gal¬ 
vanometers) such as moving coil, elec¬ 
tro-dynamometer, moving iron, electro¬ 
static, moving magnet, and vibrating 
reed, whether indicating or contact- 
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making (relays), which are activated by 
electrical current or voltage; and acces¬ 
sories and auxiliary devices for a panel, 
switchboard, pocket, or portable indicat¬ 
ing instrument which displays measure¬ 
ment either by means of a pointer 
moving across a dial, a vibrating reed, 
or digital readout; and service test 
equipment, portable or bench type, in¬ 
cluding kits for assembling such test 
equipment (but excluding graphic re¬ 
cording devices), primarily designed for 
service, maintenance, or installation of 
electrical, electronic, radio, television, or 
communications equipment, such as, but 
not limited to, tube, transistor, or bat¬ 
tery testers; multimeters; service oscil¬ 
loscopes; color-bar generators; service 
vacuum-tube voltmeters; and automo¬ 
tive motor analyzers. 

(2) The minimum wage for persons 
employed in the manufacture or furnish¬ 
ing of the other products of the scientific, 
industrial, and laboratory instruments 
industry shall be $1.50 an hour. 

Within twenty-one days from the date 
of publication of this document in the 
Federal Register, interested parties may 
submit written exceptions, together with 
supporting reasons, to the decision set 
out herein. Exceptions should be di¬ 
rected to the Secretary of Labor and filed 
with the Chief Hearing Examiner, Room 
4410, United States Department of 
Labor, Washington 25, D.C. 

Signed at Washington, D.C., this 21st 
day of December 1962. 

John F. Henning, 
Acting Secretary of Labor. 

[F.R. Doc. 62-12881; Filed, Dec. 28, 1962; 

8:49 a.m.] 


CIVIL AERONAUTICS BOARD 

[14 CFR Part 225 ] 

[Docket No. 14236] 

TARIFFS OF CERTAIN CERTIFICATED 
AIRLINES; TRADE AGREEMENTS 

Proposed Increased Limitation in the 
Value of Certain Trade Agreements 

December 21, 1962. 
Notice is hereby given that the Civil 
Aeronautics Board has under considera¬ 
tion proposed amendments to Part 225 
which would (1) increase the limitation 
in the value of trade agreements involv¬ 
ing certain certificated route air carriers, 
(2) require carriers to report cancella¬ 
tion of trade agreements, and (3) include 
Mackey Airlines within the exemption 
granted by this Part. 

The principal features of the proposed 
amendment are explained in the explan¬ 
atory statement, and the proposed 
amendments are set forth in the pro¬ 
posed rule. This regulation is proposed 
under authority of sections 204(a), 403, 
404 and 416 of the Federal Aviation Act 
of 1958 (72 Stat. 743, 758, 760 and 771; 
49 U.S.C. 1324, 1373, 1374, 1386.) In¬ 
terested persons may participate in the 
proposed rule making through submis¬ 
sion of ten (10) copies of written data, 
views or arguments pertaining thereto, 
addressed to the Docket Section, Civil 
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Aeronautics Board, Washington 25, D.C. 
All relevant matter in communications 
received on or before January 8, 1963, 
will be considered by the Board before 
taking final action on the proposed 
amendment. Copies of such communi¬ 
cations will be available for examination 
by interested persons in the Docket Sec¬ 
tion of the Board, Room 711 Universal 
Building, 1825 Connecticut Avenue N.W., 
Washington, D.C., upon receipt thereof! 


By the Civil Aeronautics Board. 


[SEAL] 


Harold R. Sanderson, 
Secretary. 


Explanatory statement. Part 225 of 
the Board’s Economic Regulations (14 
CFR Part 225) permits the local service 
carriers, the certificated carriers operat¬ 
ing in Hawaii, the certificated Alaskan 
carriers insofar as their intra-Alaskan 
operations are concerned, carriers hold¬ 
ing certificates for the performance of 
air transportation with other than fixed- 
wing aircraft in the metropolitan areas 
of Los Angeles, Chicago or New York, 
and any certificated carrier furnishing 
passenger air transportation between 
Hawaii on the one hand and Christmas 
Island, the Society Islands, American 
Samoa, Western Samoa, or Fiji on the 
other hand, to exchange air transporta¬ 
tion for advertising goods or services 
within certain limitations. 

Applications have been filed by several 
air carriers 1 requesting that Part 225 
be amended by increasing the limitation 
on the value of trade agreements from 
$100,000 to $200,000. 2 In addition, these 
carriers have requested that Part 225 
be extended. This latter request has 
been granted in ER-370, adopted De¬ 
cember 21, 1962. 

The applicants, in support of their ap¬ 
plications requesting an increase in the 
limitation on the value of trade agree¬ 
ments, contend that the present limita¬ 
tion is not sufficient in the light of rising 
advertising costs, expanded route sys¬ 
tems, and the more extensive use of ad¬ 
vertising in promotional fare programs 
designed to generate new traffic. In 
light of these contentions the Board pro¬ 
poses to increase the limitation on the 
value of trade agreements as requested 
by the applicants. 

It should be noted that the Board is 
not proposing to increase the $100,000 
limitation on the value of trade agree¬ 
ments applicable to carriers operating 
between Hawaii and various South 
Pacific points, although the Board per¬ 


mitted a $150,000 limitation for the 
calendar year 1962. 3 In view of the 
comparatively small size of the only 
carrier in this category, the limited serv¬ 
ice that it provides, and the character 
of the markets it serves, the Board is of 
the view that the $100,000 is a reason¬ 
able limitation at this time. 

In addition to the aforementioned pro¬ 
posal, the Board proposes an amendment 
to § 225.2 of Part 225 which would re¬ 
quire air carriers who have executed a 
trade agreement with a supplier of ad¬ 
vertising to file an appropriate notice 
with the Board when such agreement 
has been canceled. This notice would 
required to be filed within 14 days after 
the cancellation of such agreement. The 
reason for this proposal is to permit 
more effective surveillance by the Board 
of the practices under Part 225. 

Mackey Airlines, Inc. (Mackey), in 
Docket 14058, requested authority to ex¬ 
change air transportation for advertising 
goods and services in the amount of 
$50,000 per year. In support of its re¬ 
quest Mackey inter-alia asserts that it 
is faced with a disproportionately heavy 
burden of advertising expense, and is 
subject to adverse factors which require 
of the carrier a maximum effort in the 
advertising of its services. 

In the light of the foregoing the Board 
is proposing an amendment to Part 225 
which would permit Mackey to exchange 
air transportation for advertising goods 
and services in the amount of $50,000 
per year. 

1. Amend § 225.1(a) by adding a new 
subparagraph (7) to read: 

Any certificated route air carrier the 
major portion of whose certificated 
operation comprises air transportation 
between points within the State of 
Florida, and/or between points in 
Florida on the one hand and the Ba¬ 
hama Islands and/or Cuba on the other 
hand. 

2. Amend § 225.2(b) as follows: 


<d) $50,000 in the aggregate each v ea 

(a) W 086 airllnes ldentifi ed under § 225 * 


[F.R. Doc. 62-12885; Filed, Dec 2R 
8:50 a.m.] ' ' 
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FM BROADCAST RULES; ALLOCATION 
AND TECHNICAL STANDARDS 


Second Further Notice of Proposed 
Rule Making 


§ 225.2 Filing of notice of trade agree¬ 
ment and cancellation of such agree- 
ment. 


(b) Notice of cancellation of trade 
agreement. An airline shall file with the 
Board a notice of cancellation of a trade 
agreement within 14 days after a trade 
agreement has been canceled. 

3. Amend § 225.6 Limitation on total 
value of trade agreements to read: 


1 Lake Central Airlines, Inc., Docket 14064; 
Central Airlines, Inc., Docket 14073; South¬ 
ern Airways, Inc., Docket 14076; Piedmont 
Aviation, Inc., Docket 14077; Bonanza Air 
Lines, Inc., Docket 14112; West Coast Air¬ 
lines, Inc., Docket 14198; Trans-Texas Air¬ 
ways, Inc., Docket 14200; Ozark Air Lines, 
Docket 14202. 

2 Allegheny Airlines. Inc., filed an answer 
in support of these applications. Western 

Air Lines, Inc. (Western) filed an answer in 
opposition to the petition of Bonanza Air 
Lines requesting an increase in the limitation 
on the value of trade agreements. Answers 
to rule-making petitions are not authorized, 
§ 302.4(d). However, the answer will be 
treated as comments filed in response to this 
notice of proposed rule making. One car¬ 
rier requested an increase to $150,000. 


§ 225*6 Limitation on total value of 
trade agreements. 


The total value of trade agreements 
entered into by any single airline in ac¬ 
cordance with the provisions of this part 
shall be not more than— 

(a) $200,000 in the aggregate each 
year for those airlines identified under 
§ 225.1(a) (1) and (2). 

(b) $20,000 in the aggregate each year 
for those airlines identified under § 225.1 
(a) (4) and (6). 

(c) $100,000 in the aggregate each 
year for those airlines identified under 
§ 225.1 (a) (5). 


3 ERr-365, Amendment 11 to Part 225, 
adopted October 12, 1962. 


In the matter of revision of FM Broad¬ 
cast Rules, particularly as to allocation 
and technical standards, Docket No 
14185; petition of FM Unlimited, Inc. for 
changes in FM Station assignment rules 
RM-94. 

1. The Commission has before it for 
consideration: (1) the First Report and 
Order adopted herein on July 25, 1962 
(FCC 62-866); (2) the Further Notice of 
Proposed Rule Making adopted at the 
same time (FCC 62-867) ; and (3) the 
numerous petitions filed seeking recon¬ 
sideration of our July action, and com¬ 
ments and reply comments filed in re¬ 
sponse to the Further Notice. 

2. The purpose of the present docu¬ 
ment is to present for comment a tenta¬ 
tive Table of FM assignments, as con¬ 
templated by the July Further Notice. 
The proposed Table, which is set forth 
below as Appendix A, is that contem¬ 
plated by our July Further Notice, based 
of course on the minimum mileage sepa¬ 
rations adopted as part of the Rules in 
July, and prepared in general along the 
lines outlined in the Further Notice. 

3. We emphasize, however, that in issu¬ 
ing the proposed Table, we are not pass¬ 
ing upon the contentions made in the 
pleadings filed herein. It has been urged 
that we rescind our minimum mileage 
separations adopted in July, and return 
to a “protected contour’’ concept of sta¬ 
tion assignments (i.e., protecting existing 
stations to their 1 mv/m contours), or 
adopt shorter separations than those de¬ 
cided on (e.g., separations designed to 
afford a protected service radius of 30 
or 35 miles in Zones I and I-A, instead of 
the 40 miles used as a basis for the sep¬ 
arations adopted). Other comments, 
while generally supporting our July de¬ 
cision, argued against a Table, urging as¬ 
signment on the basis of mileage separa¬ 
tions only. Some petitions and com¬ 
ments—notably those filed by High Fi¬ 
delity Broadcasters, Inc. (a Bethesda, 
Md., Class A licensee) —have urged a 
wholesale shift in existing stations. 

4. In other words, the Commission and 
its staff will continue to study the basic 
assignment principles involved, in the 
light of the pleadings already filed and 
what may be filed in the form of com¬ 
ments in response to this Second Further 
Notice. The reason for issuing the Table 
at this time is our conclusion that there 
is some validity in the position, taken by 
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wanv of the parties, that it is not pos- 
Z P to comment upon basic assignment 
Principles adopted or the general wmcept 
fa Table without seeing a specific pro- 
Lpd Table and what it does, or does 
S provide in the way of new assign¬ 
ments Logically, and to some extent, 

® Table in its initial form is integrated 
Sth the rules already adopted herein. 

We hasten to point out, however, that 
this further notice is in no way disposi¬ 
tive of the various questions already 
raised On the contrary, we are per¬ 
suaded that an assignment table pre¬ 
pared on this basis will complete the 
context within which both rules and 
Table may be further considered. 

5 On these assumptions, our proposal 
is to amend the present FM assignment 
rules to make them generally the same as 
those applicable in television, specifically 
adding sections corresponding to present 
§§3.606 and 3.607 in the TV rules, pro¬ 
viding that applications will be accepted 
only for channels assigned in the Table 
of Assignments (or for communities hav¬ 
ing no assignment in the Table which 
are within 25 miles of a place where the 
channel sought is assigned and unoc¬ 
cupied). New assignments would of 
course also have to meet the minimum 
separations provided in the rules with 
respect to existing stations, and the same 
requirement would apply to petitions to 
amend the Table (the same as 
§§3.609, 3.610, and 3.611 with respect to 
television). 

6. In general, the Table we propose to 
adopt would be that set forth below as 
the Appendix, with whatever modifica¬ 
tions may appear appropriate in the light 
of further developments in this proceed¬ 
ing. Commenting parties may, and 
doubtless will, advance proposals for 
modification. Moreover, the staff will 
continue its study of the assignments 
involved, and it may be that some minor 
modifications may be appropriate on our 
own motion when the final Table is 
adopted. 1 Therefore, parties supporting 
any new assignments proposed herein, as 
well as those opposing them or suggest¬ 
ing changes, should present their views. 

7. The appended proposed Table lists 
all existing stations (licensed or in per¬ 
mit status) on their presently assigned 
frequencies. These are indicated in the 
Table by an asterisk, and number ap¬ 
proximately 1,200 (130 Class A, 1070 
Class B or Class C). The other assign¬ 
ments listed are for new stations, total¬ 
ling about 1,530 (940 Class A, 590 Class 
B or Class C) —a grand total of about 
2,730 PM assignments in the 48 States 

lp °r example, we have assigned six new 
Class C channels to Duluth, Minnesota, the 
maximum which would be allowed a city of 
that size under the general population cri¬ 
teria set forth in the July Further Notice. 
This number of assignments was made be¬ 
cause in this area there is no shortage of 
channels, and it did not appear that there 
are any other places in this area in which 
assignment of any of these wide-area chan¬ 
nels would be more appropriate. If the staff’s 
continuing study indicates that other use of 
any of these channels in this general area is 
appropriate, if a Table is finalized it may re¬ 
flect such other use, whether or not any 
comments requesting different use have been 
filed. 
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of the conterminous United States. It 
should be noted that the Table is not a 
“saturated’* one, in which all possible 
assignments were made. This is espe¬ 
cially true in the plains and mountain 
West, where there are few existing sta¬ 
tions (except in a few small areas) and 
relatively few sizeable communities. It 
is also true in some parts of the East, 
e.g., Cape Cod, Massachusetts, where ad¬ 
ditional assignments could be made but 
there are no communities which would 
warrant assignments under the general 
principles used in preparing this draft 
Table. Comments seeking additional 
assignments in these areas will of course 
be considered. In other parts of the 
country, for the most part no effort was 
made to “squeeze-in” assignments at ex¬ 
tremely close to minimum spacings; 
thus, even in crowded areas, such as 
Pennsylvania, it may be possible to make 
a few additional assignments without 
changing any of those listed in the Ta¬ 
ble. We will, of course, be free to make 
such additional assignments in a final 
Table, if one is adopted, without further 
notice. However, in general, it does not 
appear that extremely close “squeeze- 
in” assignments, based on exact trans¬ 
mitter locations, would substantially 
raise the number of additional assign¬ 
ments which can be made in areas where 
there is likely to be demand therefor, as 
long as present spacings are maintained. 
Parties are of course free to suggest such 
additional new assignments in their com¬ 
ments; but, if these are based on any 
concept of minimum separations, they 
should be accompanied by a showing that 
the proposal will meet the separations 
taking into account exact transmitter 
locations. 

8. On the other hand, in the case of a 
few new assignments listed, in very 
crowded areas, city-to-city distance is 
very slightly shorter than the minimum 
spacing. In these cases, of course, ulti¬ 
mately the assignment would be made 
only if it can meet the spacings with re¬ 
spect to existing stations.* 

9. The general principles used in mak¬ 
ing new assignments were those set forth 
in the Further Notice—provision of serv¬ 
ice, and of local outlets to as many com¬ 
munities of substantial size as possible, 
and at the same time an attempt to meet 
the population criteria. In assignment 
of channels generally, effort was made to 
provide at least one FM assignment (ex¬ 
isting or new) for all communities hav¬ 
ing a Class IV or daytime-only AM 
station, and for all communities of 
10,000 or more population, outside of 
standard metropolitan areas, which have 
no AM stations. 2 * Admittedly, the as¬ 
signments provided for do not entirely 
meet these objectives; for example, out 
of 44 communities in the 48 States having 
no AM or existing FM stations, 17 could 
be provided for, and 27 could 


2 It is also possible that there are a few 
new assignments listed which could not be 
expected to meet the minimum spacings at 
all. These, it may be expected, will in due 
course be revealed and corrected. 

2a Emphasis on providing FM assignments 
to communities with no aural outlets at all 
may appear to be somewhat inconsistent 
with our priorities nos. (3) and (6) as set 
forth in the July Further Notice. However, 
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not.* * As between lesser-facility Class A, 
and greater-facility Class B or C, chan¬ 
nels, in general the latter were used in 
larger communities, or those which have 
an unlimited-time AM station other than 
Class IV assigned. 

In a few cases, in order to reach the 
minimum number of assignments in 
larger places called for by the population 
criteria of the Further Notice, Class A 
channels were added to communities 
having existing or proposed Class B or C 
assignments also; however, in general 
the “mixing” of classes of facilities in 
the same city was avoided in order to 
prevent the incidence of undesirable 
competitive inequality. 

Relationship with Canada . At pres¬ 
ent, under the U.S.-Canadian working 
arrangement announced in August 1961 
(Public Notice of August 10, 1961, Mimeo 
No. 8947), all new FM assignments 
within 250 miles of the Canadian border 
must be referred to Canada. The pro¬ 
posed Table attached hereto was worked 
out taking into consideration the rela¬ 
tionship with Canada and the Canadian 
assignments listed in the Appendix to 
the 1961 Public Notice; but a basis of 
agreement with Canada concerning 
standards of assignment and protection 
along the border has yet to be reached. 
Therefore, new assignments listed in the 
proposed Table within about 220 miles 
of the border—particularly those in 
Zone I—are subject to modification or 
deletion in the light of whatever final 
principles may be agreed on with Can¬ 
ada. Negotiations and conferences be¬ 
tween representatives of the Commis¬ 
sion and the Canadian Department of 
Transport have begun and will continue, 
looking toward agreement on mutually 
acceptable standards. In the meantime, 
all parties commenting with respect to 
assignments within this distance of the 
border should bear the Canadian prob¬ 
lem in mind, and should make their 
suggestions in the light of the Canadian 
assipiments set forth in the 1961 Public 
Notice. 

The educational channels. The mat¬ 
ter of possible changes in rules with 
respect to the educational FM channels 
(Channels 201 to 220) is still under study 
and is not covered herein. Because of 
the small number of noncommercial ed¬ 
ucational applications which are re¬ 
ceived, we do not believe it appropriate 
to extend to these channels the partial 
“freeze” adopted simultaneously here¬ 
with on the 80 commercial channels. 
However, in order to protect possible new 
assignments on the lower three commer¬ 
cial channels, we provide that applica- 

such an objective is desirable if an over-all 
equitable distribution of aural broadcast 
facilities is to be obtained. 

* Of the 20 which could not receive assign¬ 
ments, the great majority are located rela¬ 
tively close to large urban centers even 
though not within the standard metropolitan 
statistical areas surrounding them. An ex¬ 
ample is West Memphis, Arkansas, immedi¬ 
ately across the Mississippi River from Mem¬ 
phis, Tennessee. With respect to matching 
the number of existing AM stations, which is 
nearly 4,000, this is not possible under our 
present mileage provisions, and it is ques¬ 
tionable whether any reasonably conceivable 
shortening of separations would lead to a 
figure approaching 4,000. 
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tions for new stations on channels 218, 
219, and 220 must meet applicable mile¬ 
age separations with respect to all 
assignments (existing and new) set forth 
in the Table. 

It should be noted, also, that the pro¬ 
posed Table for the 80 commercial chan¬ 
nels was prepared taking into account 
existing stations on the top three edu¬ 
cational channels (218, 219, and 220), 
and affording these stations the requi¬ 
site degree of protection through mini¬ 
mum separations. Parties proposing 
other assignments on Channels 221, 222 
and 223 should bear the same thing in 
mind, and, whatever the basis of their 
suggestions, take cognizance of what¬ 
ever existing operations on these three 
educational channels might affect their 
proposals. For the convenience of com¬ 
menting parties, Appendix B hereto lists 
those operations authorized as of the 
date of this action. 

Alaska, Hawaii , Puerto Rico, and the 
territories. It may also be appropriate 
to adopt a Table of Assignments con¬ 
cerning Alaska, Hawaii, Puerto Rico, the 
Virgin Islands, and Guam, and a pro¬ 
posed Table with respect to at least some 
of these areas may be issued shortly. As 
to Puerto Rico (the only one of these 
areas with respect to which comments 
have been filed), we also have under con¬ 
sideration possible modification of the 
Zone II rules. 

Changes in channels of existing facil¬ 
ities. As mentioned, we are issuing the 
proposed Table with all existing stations 
assigned on their present channels. We 
do not presently contemplate any 
changes in such facilities, even though 
it has been urged by some parties. How¬ 
ever, we will continue to study this ques¬ 
tion, on the basis of those pleadings 
which have been filed or are filed in 
response hereto, and, if appropriate, fur¬ 
ther steps will be taken in this direction. 
Parties making requests for such changes 
in existing stations should be specific 
as to what changes would be involved, 
what channels would be substituted, and 
what gains and losses would result for 
all stations involved. 

Comments and issues. Since we have 
not yet decided the petitions seeking re¬ 
consideration of the basic assignment 
principles upon which the proposed Table 
is based and since, moreover, we have 
acknowledged that to some extent the 
basic issues should be considered in the 
light of a specific proposed Table based 
thereon—we will entertain comments 
upon the basic assignment principles in¬ 
volved, both the questions decided in 
July (adoption of the principle of mini¬ 
mum separations, and the particular 
separations adopted) and those general 
questions raised in the Further Notice, 
as to the desirability of a Table and 
priorities and principles to be used in 
pieparing it. Likewise, of course, re¬ 
quests for specific changes in or addi¬ 
tions to the proposed Table will be con¬ 
sidered. If it is decided that different 
basic principles should be adopted—a re¬ 
turn to a “protected contour” concept, 
or shorter separations as urged by some 
parties—these will be adopted without 
further notice of rule making, together 
with a Table based on shorter separa- 
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tions if it appears warranted on the basis 
of the record. 

One significant segment of the indus¬ 
try, the Association of Federal Communi¬ 
cations Consulting Engineers (AFCCE) 
in addition to a written petition and 
comments vigorously advocating the 
“protected contour” concept has had op¬ 
portunity to make an oral presentation 
to the Commission along the same line. 4 

It has also asked for a series of con¬ 
ferences with the staff in the very near 
future. The Commission’s staff is of 
course ready to discuss the important and 
complex questions involved here with any 
interested parties. 

While we will entertain and consider 
comments upon the basic issues as well 
as upon the specific assignments pro¬ 
posed, we wish to emphasize that there is 
no need for the addition of repetitious 
material to an already long record. All 
petitions for reconsideration and com¬ 
ments filed hitherto have been and will 
be considered by the staff and the Com¬ 
mission, including both general matter 
and requests for specific assignments. 
Unless parties have something to add, we 
see no point in their filing additional 
comments. Matter previously filed should 
be incorporated by reference. 

Increases in existing facilities. This 
Notice does not relate primarily to the 
question of increases in facilities of 
“short-spaced” stations—a question re¬ 
lated to but not identical with that of 
new assignments. We recognize the 
inter-relationship, and the obvious fact 
that shortened spacings or a “protected 
contour” concept would permit more in¬ 
creases. It should also be pointed out 
that this subject has been mentioned 
in numerous petitions and comments 
hitherto filed, including mention of 
numerous individual situations and a 
more extensive study of the effect of 
shortened separations. Unless parties 
have something to add in relation to 
general assignment principles which 
would affect new assignments and in¬ 
creases in facilities alike, they are re¬ 
quested not to file comments directed 
toward the matter of increased facilities 
for existing stations, a question which 
has a number of other possible solutions 
which are under study. In this con¬ 
nection as elsewhere, all material previ¬ 
ously filed will be considered, and we 
wish to discourage repetition. It should 
also be noted that, especially in the 
Northeast, where this problem chiefly 
arises, this question is directly related 
to arrangements with Canada, and must 
be decided in the light thereof. 

10. In view of the foregoing, notice is 
hereby given, that the Commission has 
under consideration the adoption of rules 
to govern the assignment of stations in 
the FM broadcast service as outlined in 
paragraph 5, above, including the adop¬ 
tion of a Table of Assignments as set 
forth in Appendix A below (with possible 
changes to the extent set forth in para- 


4 This presentation to the Commission en 
banc was made December 6, 1962. The tran¬ 
script thereof is part of the docket in this 
proceeding. Parties wishing to comment for 
or against the AFCCE’s position (essentially 
the same as that set forth in its written 
comments) may wish to consult this tran¬ 
script. 


graphs 6 and 7, above). Authority , 
adoption of such rules is contained*?, 
sections 4(i) and 303 of the Cnmmf * 
cations Act of 1934, as amended 
11. Pursuant to applicable procedure 
set out in Section 1.213 of the Comm- 
sion's rules, interested persons 
comments on or before February is i Qfi 
and reply comments on or before Mari 
18, 1963. All relevant and timely^ 
ments and reply comments will be 
sidered by the Commission before fina 
action is taken in this proceeding t> 
reaching its decision in this proceeding 
the Commission may also take into J 
count other relevant information befom 
it, in addition to the specific comment 
invited by this Notice. Parties inter 
ested in assignments as to specific com. 
mumties shall participate only by sub- 
mitting comments and reply comments 
as provided in this paragraph 
* 2 - £* accordance with the provisions 
of § 1.54 of the rules, an original and 14 
copies of all written comments and state¬ 
ments shall be furnished to the Com¬ 
mission. 

Adopted: December 18, 1962. 
Released: December 21,1962. 

Federal Communications 
Commission , 3 
[seal] Ben F. Waple, 

Acting Secretary. 
Appendix A 

TABLE OP PM ASSIGNMENTS 

. „ , Channel 

Alabama: 

Abbeville _ 249 

Albertville _ 286* 

Alexander City _I 291 

Andalusia __251*. 293 

Anniston _ 263 

Athens _ 282* 

Bay Minette _ 288 

Birmingham _ 229 

233, 243*, 248, 258*. 284*, 295*, 299 

Brewton _ 296 

Butler _ 232 

Carrollton _ 224 

Clanton _ 265* 

Cullman _ 266* 

Decatur _ 245,271* 

Demopolis _ 252 

Dothan _ 238,259 

Eufaula _ 224 

Evergreen _ 280 

Fairhope _ 221 

Florence _ 297* 

Gadsden _ 279 

Huntsville _ 236*, 256* 

Jackson _ 285 

Jasper_ 273* 

Mobile_ 225, 235, 241, 248*, 260* 

Monroeville _ 257 

Montgomery _ 222, 255*, 270*. 277* 

Muscle Shoals _ 288 

Opelika _ 265 

Ozark _ 285 

Phenix City _ 261 

Prichard _ 276 

Roanoke _ 237 

Scottsboro _ 252 

Selma _ 261 

Sheffield_ 224 

Sylacauga _ 252* 

Thomasville _ 237 

Troy _ 245,289 

Tuscaloosa _ 239*, 288 

Tuscumbia _ 262 * 


6 Chairman Minow absent; Commissioners 
Bartley and Lee dissenting to the last sen¬ 
tence in paragraph 11. 
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Channel 

No. 

Junction.. 296 

Bisbee- poo 

Casa Grande - 237 

Clifton — - - 240 

Cottonwood - 237 

Douglas. HIII 225, 230 

Flagstaff - _ 222 

Glendale — - ” 262* 

Globe - 221 

Holbrook - 2 24 

Kingman - - 2 84* 

Mesa - 276 

Miami - 252 

Nogales - 22 8 

Page - - 227, 

Phoenix ----- a 246*7264*, 268, 273* 

252 
231,256 
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275* 

285 


Channel 

No. 

264 

262 


California—continued 

Bishop - 

Blythe-■ ” oqq 241 

Carmel - 

Carlsbad-- - 24 ° 

Chico_ 229,236 

Coachella - '* 

Crescent City- 232 

Delano_253 

Dhihba -- 255 ^ 

El Centro- 


Channel 

California—continued No - 

Santa Rosa- 2bl 

Seaside - 298 

Sierra Madre- 094 . 

Susanville —- 224 

Taff -.-.. 280 

Tahoe Valley- 

Thousand Oaks- 224 ^ 


253 


Escondido 


240 


Prescott - 

S afford- 228 

Show Low--- 

Sierra Vista-- 292* 

Tempe- 264 

241 *■ 2 f* 

Wickenburg- 2bl 

Will cox -- 247 

^ *• 

Arkansas. 

Arkadelphla- 

Blythevllle- 2 246 

Camden- 904 

Corning - “E 

Dardanelle- 212 

DeQueen.-... “ 

El Dorado- 257 ■ 276 

Fayetteville - 22I 228* 

Helena- 298 

Harrison- 

Hot Springs- 244 ’ 

Jonesboro- 

Little Rock-- 2 -3T.-;239;248,-253,27 2 9 6 .' 

Malvern ..— 269 

Mammoth Spring- 

McGehee- 272 

Mena - 24 » 

Monticello - 228 

Mountain Home- 252 

Nashville _ 288 

Newport _ 288 

Osceola _ 28 * 

Paragould- 224 

Paris _ 227 

Pine Bluff-- 222*. 235 

Pocahontas _ 289 

Rogers - 232 

Searcy _ £0i 

Siloam Springs_ 289 * 

Texarkana _ 261 

Walnut Ridge_ 292 

California: 

Alameda_ 224 * 

Alturas ___ 283 

Anaheim_ 240* 

Anderson _- 232 

Apple Valley_ 240 

Areata_ 228 

Arroyo Grande_ 237 

Auburn_ 266* 

Bakersfield _ 231*, 243*. 268* 

Banning _ 289 

Bar stow _ 232 

Berkeley_ 231*, 275* 

Bijou_ 260* 

1 Italicized channels are Class A. All oth¬ 
ers are Class B or C. 

’Channels marked with an * are author¬ 
ized stations. 


Eureka - ^224^227 

Fort Bragg--- 224 > 22/ 

Fowler- 289 

Fremont_ 

Fresno-. 229*, 233*, 250*. 270*, 274* 

Garden Grove- 232 * 


Glendale 


270* 


Los 


Los 

Los 


Truckee 


269 


Tulare- 235 ; 29 ^ 

Turlock- 228 

Twenty Nine Palms--- 237 

Ukiah_ 228 

Ventura ..—. 236 *’ 28 to 

Victorville - 282 

Visalia- 22 5 

Walnut Creek- 231 


Wasco 


249 


Hanford - 266 ’^ 

Hemet - 288 

Indio - 252 

Inglewood - 28U 

King City-- 2 £{ 

Lemoore -- 

Lodi--- 237,2 224 

!50T272*. 2SS* 

LOS «•. 

226*. 230*, 234*, 238*, 242*, 246*, 

254*, 258*, 262*, 266*, 274*, 278*, 

282*, 286*, 290*, 298*. 

Banos- 240 n 

Gatos- 237 

Madera --- 22 \ 

Marysville- 280 

Mt. Shasta- 2 i* 

Needles - 289 

Newport Beach- “ JL® # 

Oceanside- “Z 1 

Ontario- 22 

Oroville ---— 248 

Oxnard --- 

Pacific Grove--- *** 

Palm Springs- *** 

Paradise - 24 

Pasadena - *** 

Paso Robles- 

Porterville -- 240 

S&ST::::::::::::::::::::::: 32 

Redlands - 244 

Ridgecrest - 224 

Redwood City-^ 

Riverside - 224*, 248 ,256 

Roseville - 232 

245*, 253*, 263*, 286*, 293*, 300* 

San Bernardino- 238 ** 28 °* 

san sea*; 


275*, 279*. 287*. 293’. 

San Fernando--— 232 *« 292 * 

San Francisco-- 227 » 

235*, 239*, 243*, 247*. 251*. 255*, 
259*, 267*, 271*, 279*. 283*, 287*, 
291* 295* 

San Jose.._222*. 253*. 262*, 293*, 289 

San Luis Obispo- 227*,241* 


Watsonville - 228 * 

Weed —- 257 

West Covina- 

Willows- 224 

Yreka - 249 0 

Woodland- 273 

Yuba City...—. 280 

Colorado: 

Alamosa - 

Aspen -- 249 

Boulder- 247 

Canon City - 280 

Colorado Springs- 225*, 232 *, 243* 

Cortez _250, 284 

Craig _ 229,236 

Delta _— 237 

Denver -- 238 » 

253*, 258*, 262*, 266, 278*, 286*, 290, 
294*. 

Durango - 263,267 

Fort Collins- 227,234 

Fort Morgan - 232 

Glenwood Springs- 224 

Grand Junction - 222*, 226 

Greeley -- 222 

Gunnison _ 252 , 272 

La Junta - 22 * 

Lamar ___ 227 , 245 

Leadville - 228 

Littleton - 299 

Loveland _ 272 

Manitou Springs- 274 * 

Monte Vista - 244 

Montrose - 231,241 

Pueblo_ 236, 250, 255, 260 

Rocky Ford_ 249 

Salida - 224 

Sterling - 244 > 288 

Trinidad- 224 

Walsenburg - 272 

Connecticut: 

Bridgeport - 260 * 

Brookfield _ 236* 

Danbury ---- 252 * 

Darien - 249 

Hamden - 287 

Hartford _ 229*, 243*. 275*, 290*, 295* 

Manchester --- 300 * 

Meridan - 239 * 

Middletown - 285 

New Britain- 263 * 

New Haven--- 232 *, 256* 

Norwich -- 249 

Stamford - 244 

Waterbury - 223 *’ 28 * 

Westport - 300 

Delaware: 

Dover - 

Georgetown 
Milford — 

Seaford 


San Rafael_ 288 * 

Santa Ana- 244*, 292 

Santa Barbara- 229*, 248*, 260*, 277^ 

Santa Clara- 277 * 


Santa 

Santa 


Cruz. 

Maria--- 256*, 


256* 

273* 


Santa Monica- 276* 


_ 234* 

_ 228 

_ 240 

252 

Wilmington - 229*, 258* 

District of Columbia: 

Washington _ 230*, 242*, 246*. 

254*, 258*, 262*, 266*, 278*, 297* 

Florida: 

_ 252 

_ 285 


Arcadia 

Atlantic 


Beach 
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PROPOSED RULE MAKING 


Channel 

Florida—continued Wo. 

Blountstown _ 272 

Boca Raton_ 260*, 274 

Bradenton _ 277* 

Clearwater _ 239* 

Clewiston---II 228,280 

Cocoa- 257 

Cocoa Beach_ 266*, 282* 

Coral Gables_ 286* 

Daytona Beach_ 233*, 270 

Defuniak Springs_ ’ 276 

Ft. Lauderdale_ 264*, 278*, 290*, 294* 

Ft. Meyers _’ 245 

Ft. Pierce- 238*, 254* 

Ft. Walton Beach_ 237 

Gainesville_ 281* 

Green Cove Springs_ 296 

Homestead _ 252 

Jacksonville - 223, 236*, 241*1245*, 256 

Key West- 223,262 

Lake City_ 232 

Lakeland _ 231 

Leesburg-Ill'll 293 

Live Oak _ 221 

Madison _ 290 

Marathon _ 232 

Marianna _ 265 

Melbourne _HH 272 

Miami _ 226* 

230*, 235*, 242*. 247*, 256*, 268*, 282* 

Naples - 233*, 270 

Ocala- 229*, 253 

Okeechobee _ 276 

Orlando - 222 *, 243 *, 262 *, 286 

Palatka - 260,275 

Palm Beach_ 250* 

Panama City- 223, 253 

Pensacola- 231*, 264, 268 

Perry - 240 

Punta Gorda_ _ 224 

Quincy -IIII 269 

St. Augustine_,__ 249 

St. Petersburg - 258*, 268* 

Sarasota _ 273* 

Sebring- -1111111111 288 

Starke - 2 88 

Stuart _ 224 

Tallahassee __II 235,255* 

Tampa .. 227*, 235, 264*, 284*, 297 

Venice_ 224 

Vero Beach _ 292 

Ward Ridge_ 226 

West Palm Beach_IIII 300 

Winter Haven_ 248* 

Georgia: 

Albany - 233,242,283* 

Athens - 238*. 284* 

Atlanta __ 225*, 235*, 241*, 253*. 259*, 277* 

Augusta- 275, 279*,’289* 

Bainbridge _ 247, 279 

Blackshear_ 228 

Brunswick -IIIIIIIIIII _ 2G4, 268 

Camilla_ 288 


Claxton 


296 


Columbus - 275*, 285 , 297 

Covington _ 224 

Dalton_Him 252 

Dawson _ 221 

Douglas-293 

Dublin _ 224 

Eastman _ I_IIII 244 

Gainesville ___..Hill ~246 294* 

Griffin _ ’ 249 

Hawkinsville _ 269 

jes «p...—:::::::: 2«« 


Georgia—continued 

Tifton .. 

Toccoa _ 


Channel 
No. 


Channel 


Idaho: 


Preston 


Illinois : 

Alton- 262 * 

Anna - 224* 

Arlington Hghts_ 224 * 

Aurora- 236*, 240* 

Beardstown _ 232 

Bloomington _ 268 * 

Canton _ 252 

Car bond ale_ 269 

Carmi _ 247* 

Carthage- 224 

Champaign - 233*, 248* 

Charleston _ 224 

Chicago ---I_HI 226*, 

230*,234*, 238*, 242*, 246*, 250*,254*, 
258*, 262*, 266*, 270*, 278*, 282*, 298*. 

Clinton _ 240 

Danville _ 271*, 276 

Decatur_ 275* 

DeKalb - 223 * 

Dixon- 269 

E. St. Louis_ 266* 

Effingham_ 239 * 

Elgin- 232*, 280* 

Elmwood Park_ 290 * 

Evanston_ HI 286 * 

Fairfield _ HI 285 

Freeport ______ _ _IIIIII 253 

Galesburg - 249, 272 

Glen Ellyn_ 296* 

Granite City- 285 

Harrisburg- 2 60* 

Highland Park_ 276* 

Jacksonville _H 263* 

Joliet- 228*, 244* 

Kankakee_ 260*, 272 

Lansing __ 909 * 

LaSalle ___.-1111111111111111 264 

Lincoln _ HI 261 

Litchfield _ 291 * 



Quincy __ 

Robinson__ 

Rockford_ 

Rock Island_ 

No. 

- 273,277 

Salem _ 

Skokie_ 

South Beloit_ 

Springfield __ 

Sterling_ 


222,250* 

Streator _ 

Taylorville _ 

TTrho n 0 


231*, 276 

UI Uctlld__ — 

Watseka _ 

Waukegan _ 


_ 223,241 

West Frankfort 
Indiana: 

Anderson_ 


231, 244* 

Bedford__ 


957 

- 235,245 

Bloomington 

Bluff ton __ 

Brazil_ 


. 229,235 

Columbus_ 

Connersville __ 
Crawfordsville __ 

Elkhart __ 

El wood 



Evansville __ 

Fort Wayne _ 

Frankfort 

Franklin _ 

- 236*. 247, 261, 269, M 

. 239,243 

Goshen _ 

Greenfield _ 


. 258,264 

Greensburg _ 
Hammond 



Huntington_ 

Indianapolis__ Hill 226* 

234*. 238*, 277*, 2~83*,~289* 300* 

Jasper .. ____ ’ 

Kendallville_ 257 

Kokomo ---- 232, 263* 

Lafayette _ 224 244 

Laporte ___ 4,144 

Linton_ 

Logansport 
Madison 


244 

— 228 
237 , 272 

___ 244 * 

Marion :- ? o r oqc* 

Michigan City_ 240 

Muncie _. 

New Castle_111111111111 245 

North Vernon_ 

Peru_HI" 

Princeton ___ 251 

Richmond___ 241 * 267 


281* 

273* 

291* 

252 


Salem . 


225* 


Seymour__ IIIII 229* 

South Bend- 225*, 252, 268*, 280 

Terre Haute- 260*, 264*, 274* 

Vincennes_ 044 

Wabash_ IIIIIIIIIIIIIIII 240 


Warsaw 


297* 


Louisville_ 


U _ 

Mattoon _ 

OAC * 

Macon_ 


Morris_ 

OQA * 

Manchester_ 


Mount Carmel 

oqc * 

Marietta_ 


Mount Vernon._ 



Ocilla 

Perry 


285 


Murphysboro_I 285 




jl-m ui mm 

Oak Park _ 

OOA * 



Olney _ 



Savannah 

Smvrna 

— 222, 226, 231, 238, 243, 247* 

Pekin __ _ 

Peoria _ 

99Q * oon one 

Statesboro 


Peru __ 


Swainsboro 


Pittsfield 

o op 

Thomasville 


Princeton _ 



Washington_I HI 293* 

W. Lafayette_ 256* 

Iowa: 

Algona-- 228 

Boone -- 257 *, 281 

Burlington_ 269 

Carroll --IIIIIIIII 286 

Cedar Rapids- 238, 251*, 275, 283* 

Centerville _‘_ 232 

Charles City _ 224 

Cherokee_IIIIIIIIIII 257 

Clarion _H 245 

Clinton _ 241 * 

Davenport _279*, 293 

Decorah_ 280 

Des Moines __ 227, 235*, 243, 247*, 262*, 273 

Dubuque __ 257 , 261 , 287 

Estherville _ 240 

Fort Dodge_ 232 

Iowa City_ 230,264 

Keokuk_ 245 

Knoxville_ 221 

Marshalltown _ 296 

Mason City___ 252 

Muscatine _ 259 * 

Oelwin_ 299 

Ottumwa_ 257 , 285 

Perry _ 292 
































































































































































































































































Saturday, December 29, 1962 

Channel 

- 238,250^277 

Spencer -- 

Storm Lake -2fifi~270 289 • 

Waterloo - 266.270,289 

^Arkansas City - 293 • 

cnanute - --- : \\\ 

Colby — 997 

Concordia -- 

Dodge City - 222 ’ 333 

Eldorado - 

Emporia --- 2 

Fort Scott - 280 

Garden City - 247 

Goodland - 

Great Bend- - 235 

Hutchinson --— 256*, 271 

iola - 257 

Junction City- 252 

Kansas City--231*.251* 

Lawrence - 290 

Leavenworth - 255 

Liberal - 257, 288 

Manhattan - 221 

Marysville - 276 

McPherson - 244 

Newton - 221 * 

Ottawa - 239 * 

Parsons _ 228 

Phillipsburg - 221 

Pittsburg - 245 

Pratt - 226 

Russell- 240 

Salina_ 229,260* 

Scott City— - 232 

Topeka _ 247*,262*,295,299 

Wichita _ 233, 250, 262*, 267*, 275, 279, 297* 

Winfield _ 288 

Kentucky: 

Albany _ 292 

Ashland _ 229*, 272 

Bowling Green- 286 

Central City _ 270* 

Corbin_ _ 256 

Cynthiana - 292 

Elizabethtown _ 228 

Erlanger _ 265 

Fort Knox _ 288 

Frankfort _ 285 

Fulton _ 285* 

Glasgow _ 236 * 

Greenville __ 266* 

Hazard _ 231* 

Henderson _ 258* 

Hopkinsville ___ 254*, 262* 

Lexington _ 225*, 233*, 251 

London _ 265 

Louisville _ 248, 259*, 272, 276, 280 ,295 

Madisonville _ 230*, 292 

Manchester _ 276 

Mayfield _ 234* 

Maysville _ 240 

Morehead _ 221 

Morganfield _ 237 

Neon _ 285 

Owensboro _ 223*, 241* 

Paducah _ 227*, 245* 

Paintsville _ 249 

Paris _ 244 

Pikeville _ 261 

Prestonsburg _ 238*, 288 

Princeton _ 249 

Richmond _ 269 

Scottsville _ 244 

Vanceburg _ 257 

Whitesburg _ 280 

Winchester _ 261 

Louisiana: 

Abbeville _„_ 285 

Alexandria _ 245*, 262 

Bastrop _ 240 

Baton Rouge. __ 251*, 256, 264, 268, 273, 277 

DeRidder _ 269 

Ferriday _ 228 

Franklin _ 237 

Houma _ 296 

Jennings _ 224* 


FEDERAL REGISTER 

Channel 

Louisiana—continued No. 

Jonesboro- 285 

Lafayette - 233 > 260 * 

Lake Charles_- 241, 247, 258, 279 

Leesville _ 288 

Mansfield - 224 

Minden —- 237 

Monroe _-_-— 270, 281*, 291 

Morgan City- 244 

Natchitoches - 248 

New Orleans- 222 » 

227, 239*, 246*, 253, 258, 266, 270, 287* 

Oak Grove- 244 

Ruston_ 296 

Shreveport_ 229,233*, 243*.266* 

Sulphur- 265 

Thibodaux - 292 

Ville Platte- 228 

West Monroe- 252 

Winnfield - 221 

Maine: 

Augusta- 267*, 272 

Bangor_-_-—--- 225, 246* 

Bath_ 237 

Biddeford - 232 

Brunswick - 255* 

Calais__- 224 

Caribou -- 249 * 

Ellsworth _ 282 

Farmington - 257 

Houlton- 261 

Lewiston _ 230*, 241 

Portland_ 243, 250*. 270 

Presque Isle- 241, 245 

Rockland- 228 

Rumford- 292 

Saco_ 292 

Sanford_*--- 276 

Skowhegan- 244 

South Paris_ 288 

Waterville_ 252 

Westbrook _ 285 

Maryland: 

Annapolis_ 256*, 300* 

Baltimore_ 222 *, 

226*, 236*, 250*, 270*, 274*, 282*, 293* 

Bethesda _ 234*, 272* 

Cambridge _ 292 

Catonsville_ 289* 

Cumberland_ 275*, 291* 

Easton _-— 244 

Frederick _ 260* 

Frost burg- 244 

Glen Bumie_ 240* 

Hagerstown - 284*, 295* 

Havre De Grace- 279* 

Leonard town- 249 

Oakland _ 238* 

Oakland (western Md.)- 285 

Ocean City- 238 

Pocomoke City- 224 

Salisbury - 232 

Waldorf-- 281* 

Westminster _ 264* 

Massachusetts: 

Boston- 233*, 

245*, 253*, 264*, 277*, 281*, 294* 

Brockton_ 249* 

Brookline _ 225* 

Cambridge _ 237* 

Fitchburg- 284* 

Framing ham _ 289* 

Gloucester _ 228* 

Greenfield_ 252* 

Haverhill _ 223* 

Lawrence _ 229* 

Lowell-- 258* 

Lynn _ 269*, 287* 

Medford _ 300* 

New Bedford_ 247*, 251* 

North Adams_ 261 

North Attleboro... 227* 

Northampton_ 257 

Pittsfield_ 288 

Plymouth_ 256* 

Springfield_ 226*, 234*, 271 

Waltham_ 273* 

West Yarmouth- 235* 

Worcester- 241*, 297* 
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Channel 

Michigan: N °ooo 

Alpena- 228 

Bad Axe- 221 

Battle Creek- 243 

Bay City_ 241 *’ 273 *; 277 

Benton Harbor- 260 

Big Rapids- 268 

Birmingham - 234 

Cadillac- 225 ^ 

Charlotte - 224 

Cheboygan- 232 

Coldwater- 233 

Dearborn - 262 

Detroit_ 222*. 226*, 

238*,242*, 246*,250*,254*,258*,266*, 
270*, 278*, 282*, 286*, 290*, 294*, 298* 

Dowagiac - 237 

East Lansing_ 233 * 233 

Escanaba- 227 « 246 

FXint _ 236*, 288, 300* 

Fremont- 237 

Gaylord-*- 237 

Grand Haven- 

Grand Rapids- 229*, 

239*, 245*. 250*, 267*, 275*. 281*, 289* 

Greenville- 297 * 

Hancock - 228 

Hillsdale- 224 

Holland_ 233 *’ 2 ti! 

Houghton Lake--- 253*, 284 

Houghton- 249 

Ishpeming - 284 > 298 

Iron Mountain- 280 

Iron River--- 244 

Ironwood - 226,259 

Jackson--- 231*, 291*, 296 

Kalamazoo_ 271*, 287,293 

Lansing- 248*. 264*, 269 

Ludington - 264 

Manistee- 249 

Marquette - 222 » 239 

Menominee- 292 

Midland - 259 * 

Mt. Clemens- 274 

Mt. Pleasant--- 233 * 

Munsing- 252 

Muskegon- 293 

Niles- 249 

Petoskey- 244 

Port Huron- 296 

Rogers City___ 249 

Saginaw _ 251 *,292,296 

Saline _ 275* 

Sault Ste Marie- 224 

St. Helen--- 288 

St. Johns- 224 

Sturgis- 278 * 

Tawas City- 269 

Traverse City- 224 > 276 

Whitehall. 237 

Minnesota: 

Aitkin __— 232 

Alexandria - 224 

Austin- 269 

Bemidji_ 252, 269 

Benson_ 228 

Brainerd- 239 * 

Breckenridge- 269 

Cloquet- 228 

Crookston_ 241, 246 

Detroit Lakes- 237 

Duluth _ 235,248,255,273,277,286 

East Grand Forks--- 289 

Ely _ 221 

Eveleth - 284 

Fairmont _ 293 

Faribault- 291 

Fergus Falls_ 243, 256 

Golden Valley- 223 * 

Grand Rapids- 244 

Hibbing_ 292 

International Falls- 232 

Little Falls_ - 224 

Mankato_ 233 > 278 * 

Marshall-__- 284 

Minneapolis _ 229*, 233,241*, 

246*, 253*, 258*, 262*, 267*, 271*, 275* 

Montevideo _ 273 » 287 

Moorhead- 254,260* 

Morris _ 232 
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PROPOSED RULE MAKING 


Channel 

Minnesota—continued No. 

Ortonville_ 292 

Pipestone.. I 252 

Redwood Palls_ 249 

Rochester_ 244 

St. Cloud- 284*, 296 

St. Louis Park_ 281* 

St. Paul_ 237* 

Thief River Palls_ 257 

Virginia-H 296 

Wadena- 264,290 

Windom_ 255 

Winona_ 237 

Worthington_II 236* 

Mississippi: 

Aberdeen _ 221 

Amory .. IIIIIIII 237 

Biloxi_ 292 

Booneville_I_ 269 

Brookhaven _*_ 224 

Canton _ 269 

Centerville _ 235 

Clarksdale _ III 237,276 

Cleveland- 252, 280 

Columbus_ 276 

Greenville--- l 250, 264 

Greenwood_ 225 

Grenada _HII 261 

Gulfport- 272,296 

Hattiesburg- 279,283 

Hazelhurst _ 296 

Indianola _ 233 

Iuka -- IIIII 235 

Jackson - 234,238,242,259,275* 

Kosciusko_ 286 

Laurel _ 11111111 262* 

Leland_ 232 

Lexington_I 292 

Louisville _ 296 

Macon _II 280 

Magee - 252 

McComb - 231,289 

Meridian ___ 246,267 

Natchez___*_ 237 

New Albany- 278, 293 

Philadelphia _ 272 

Pontotoc_ 244 

Starkville _I 249 

Tupelo- minimal, 253 

Vicksburg ___. 248,254 

Wanesboro _ 233 

West Point_ 255 

Winoma___ I 2 40 

Yazoo City_ 221 

Missouri : 

Aurora__ 261 

Boonville_HH 257 

Branson _ 292 

Brookfield_ ”111111 249 

Cape Girardeau_ 264, 275 

Carrollton_ _ _ 266* 

Carthage ...-IIIIIIII 235 

Chillicothe_ 230 

Clayton_ oc R * 

Clinton__*_IIIIIIIIIIII 237 

Columbia _ 244 p.rr 

Crestwood_ 234 * 

Dexter _ ”1111111 249 

Eldorado Springs_ 296 

Fulton_ 224 

Hannibal-- ”II”~236, 254 

Houston _ 257 

Jefferson City_II 261 

Joplin - 223*, 273 

Kansas City_ 227* 

235*. 243*, 259*, 271*, 277*, 282* 
Kennett _ 255* 

Kirksville _IIIIIII 223 

Lebanon _ 223 

Maryville_'_IIIIIIIIIII 237 

Mexico_I I" 296 

Moberly_IIIII 272 

Monett _IIIIIII 240 

Mountain Grove__ 224 

Osage Beach_ ”111111111 276 

Poplar Bluff___ 233* 297 

£°?? si .-.’ 2 69 

Rolla _ 232 

Ste. Genevieve_I 238 

St. Joseph_ 286* 


Channel 

Missouri—continued No. 

St. Louis- 222*, 229*, 243*, 

251*, 273*, 277*, 281*, 289, 293, 299* 

Salem ___ 240 

Sedalia_ 221 

Springfield- 234*, 247, 254, 268* 

Thayer_ .244 

Trenton_ HI 224 

Waynesville _ 249 

West Plains_ 230*, 272 

Willow Springs_ 265 

Montana: 

Anaconda _ 249 

Belgrade - 244 

Billings- 227,246 

Bozeman__ 223 

Butte- 231,238 

Dillon - 252 

Glasgow _ 223 

Glendive__ 232 

Great Falls- 225, 233, 255, 293 

Hamilton _ 240 

Hardin_ 237 

Havre- 223,236 

Helena- 221, 276 

Kalispell- 246,253 

Libby- 269 

Lewistown _ 240 

Livingston _ 249 

Miles City _ 224 

Missoula- 227,235 

Plentywood _ 261* 

Red Lodge _ 257 

Shelby--- 242,250 

Sidney- 226,236 

Wolf Point_ 224 

Nebraska: 

Alliance- 221 

Beatrice_ 225* 

Broken Bow_ 252 

Chadron _ 228 

Columbus_ 244 

Fairbury_ 257 

Fremont _ 288 

Grand Island_ 233, 239 

Hastings - 228 

Holdrege _ 249 

Kearney - 255*,272 

Kimbell___ 261 

Lexington_ 226* 

Lincoln-__- 237 *, 270, 274, 293, 297 

McCook--- 240,276 

Nebraska City_ t _ 249 

North Platte. __ 235, 246 

Ogallala _ 228 

Omaha___ 222* 

231*, 241*, 253, 260*, 264, 279, 283 

O’Neill___ 224 

Scottsbluff __ 225,231* 

Sidney__ 237 

Superior - 265 

Terrytown __ 265 

Valentine__ 232 

York---HU 285 

Nevada: 

Carson City___ 234,247 

Elko- 228,237 

Ely __- 224 

Fallon _ 257 

Henderson - 231,238* 

Las Vegas-: 222, 226, 246*, 253*, 270* 

Reno - 222,226,230,238* 

Sparks_ 252 

Winnemucca _ 224 

New Hampshire: 

Berlin - 241, 279* 

Claremont_ 291* 

Conway- IIIIIII 228 

Dover_ 248 

Hanover_ IIIII 257 

Keene_ 279* 

Laconia___ HI 252 

Manchester _ 239*, 266* 

Mt. Washington_ 235* 

Nashua _ HII 292* 

Newport _ IHIIII 272 

Portsmouth_262*. 296 

New Jersey: 

Asbury Park_ 232* 

Atlantic City- 236*, 245*, 279* 


New Jersey—continued Ch annel 

Bridgeton __*_--- 

Camden_ f®* 

Dove r.-.“II”"' 2S«* 

Eatontown __ “ 

Long Branch.-HI. 

Newark —-----. 243*,^.. 290- 

New Brunswick_ 

Newton -nnnill TO* 

Paterson- ~ 

Pleasantville _ „ 

Princeton-1 J,; 

Red Bank- "" 2 H 

Trenton - 233*Hie'*, 268* 

Wildwood__I “I 

Zarephath ___^ _ 

New Mexico: ^ 

Alamagordo . 232,2s* 

Albuquerque _ 299 

227, 231*, 242*. 258*, 262. ’ 

Aztec _ 9 ;ll 

Belen -HIIIIIIIH' 249 

Carlsbad _ 2 ?i 

Clayton_ 228 

Clovis.—I“Z“ai6.360* 

Deming- m 

Espanola_ 2 7 2 

Farmington -”HHI" 225 245 

Gallup--- 229 233 

Grants_ 237 

?° bl ^L--- 231,239 

Las Cruces_ 237 

Las Vegas_IIIIIII 265 

Lordsburg_IIIII 249 

Los Alamos_H 253* 

Lovington___IIIIIH 269 

Portales___IHIIII 237 

Raton _ 232 

Roswell- 235,246* 

Ruidoso_ 228 

Santa Fe_ 238,247 

Santa Rosa_ 228 

Silver City_IIIIIIIIIII 224 

Socorro _ 

Taos_IIIIIIIIIII 257 

Truth or Consequences_ 244 

Tucumcari _I 224 

New York: 

Albany -238*, 265, 276, 280 ,293 

Amsterdam - 228.285 

Auburn- 295* 

Babylon - 232*, 272* 

Baldwinsville_ r _ 221 

Bath_ 252 

Binghamton - 251*, 256* 

Buffalo- 225*, 233*, 

241*, 245*, 258*, 273*, 277*, 281*, 293* 

Cherry Valley (Otsego Co.)_ 270* 

Corning- 291* 

Cortland_ 260* 

Depew - 229* 

De Ruyter- 286* 

Elmira_ 232 

Endicott _ 265 

Fulton_ 284* 

Garden City_ 224* 

Geneva _ 272 

Hempstead_ 252* 

Herkimer _ 224 

Hornell _H_ 287* 

Hudson _ 244 

Ithaca _ 228*, 247*,279* 

Jamestown_ 227* 

Kingston_ 232,249 

Lake Success_ 278* 

Liberty _ 224 

Little Falls_ 288 

Mt. Kisco_ 292*,296* 

Newburgh_ 276 

New Rochelle _ 228* 

New York_ 222*, 230*, 238*, 

242*. 246*, 250*, 254*, 258*, 266*, 

270*. 274*, 282*, 286*, 294*, 298* 

Niagara Falls_ 253* 

Norwich _ 230* 

Ogdensburg___ 244 

Olean_ 239* 



























































































































































































































































tester 

243*, 


250*. 255*. 263*. 267* 


vrday, December 29, 1962 

Channel 

i Tort—continued No.^ 

)neida.-. 237 , 276 

288 

iwego. . 269 

V ^ 1P _ 248*, 291* 

>atchogue- oaa * 

[skill-IIIIIII_ 260* 

lattsburg -Hill_ 257 

s< ! a ^ "Vp" .;;;;;;;; nr 268*. 284* 

ighkeepsie- 2S0 * 

223*, 
280 
257 

■- 221 

Isag Harbor —--- 

.jac Lake-— ‘V 

jatoga Springs- 272 

•henectady _ 

Kuth Bristol Twsp. (Ontario Co.)- 236* 

■Syracuse - 226*. 233*. 265*. 275,300 

Ka'-«------235.’245,"262,’274r282*,297* 

■ Walton -- 248 253 

IWeathersfleld Twsp. (Wyoming Co.) 299* 

I Wellsville- 257 

I White Plains- 280 

b Carolina: 

I Albemarle- 

260*. 

feS«v=:=:23o.2c 6 ‘ 

I Charlotte _ 246V 278*. 284*. 300* 

I Black* Mountain- 295 

[Edenton - 284 

Elizabeth City- 229, 295 


265* 

222 * 


Elkin 


265* 


Fairmount - 272 

Fayetteville - 251* 

Forest City_ 227*, 287* 

Gastonia - 270 * 

Goldsboro _ 245*, 274 

Greensboro _- — 246*, 254* 

Greenville _ 299* 

| Grifton- 253 * 

lavelock __ 265 
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Channel 

North Dakota—continued No. 

Grafton - 265 

Grand Forks - 225 > 234 

Hettinger - 225 

Jamestown - 227 » 238 

Mandan - 285 

Minot _ 229. 246 

Oakes _ 252 

Rugby —- ill 

Valley City ----— 265 

Williston _ 241,253 

Ohio: 

Akron _ 243*. 248* 

Alliance - 223* 

Ashland - 267* 

Ashtabula- -- 246 

Athens _ 252,288 

Barberton - 235* 

Bellaire -—-- 263 

Bowling Green - 228 

Cambridge - 244 

Canton _ 231*, 251*. 295* 

Celina _ 232 * 

Chillicothe - 227* 

Cincinnati - 223 , 

227*, 231*. 253, 270*, 274*, 282*. 286* 

Circleville - 292 

Cleveland _ 226 *,238*.253*,258*, 

264*. 271*, 277*. 281*. 289*. 293*, 300* 

Cleveland Heights - 222* 

Columbus - 222*. 

234*, 242*. 246*, 250*. 259*, 285 

Coshocton- 257 

Dayton _ 256*. 284*, 299* 

Defiance - 249 

Deleware - 269 

East Liverpool - 282* 

Eaton - 225* 

Elyria - 297 

Findlay - 263 

Fostoria - 244 \ 

Fremont ~- 256 

Gallipolis - 268 

Greenville - 293* 

Hamilton _ 235*. 243*. 278* 

Hillsboro - 294* 

Ironton - 298 

Jackson - 249 

TO+.t.Ar1nff _ 260 
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Channel 

Oklahoma—continued No. 

Clinton - 237 

Duncan- 293 

Durant - 297* 

Edmond - 249 * 

Elk City - 232 

Enid_ 245 

Frederick - 240 

Guymon - 224 

Henryetta- 272 

Hobart - 257 

Hugo _ 237 

Idabel - 232 

Lawton_ 251,268 

Madill _ 285 

McAlester_ 227,267 

Miami - 265 

Muskogee - 295 

Oklahoma City-1- 223, 

234*, 255*, 263*, 270*, 274*, 281, 299 
Ponca City- 249 > 265 


Poteau 


252 


Stillwater- 230 * 

Tahleguch- 289 

Tulsa- 225 , 

238*. 243, 248*, 253*, 258*. 277, 286 

Wewoka- 288 

Woodward- 223 

Oregon : 

Ashland--- 269 

Astoria- 289 

Baker- 237 

Bend_ 231,264 

Brookings_ 237 

Burns_ 224 

Coos Bay_ 232 > 288 

Coquille - 272 

Corvallis - 268, 291 

Cottage Grove- 237 

Enterprise- 244 

Eugene__ 233 *, 241*, 250*, 256* 

Gold Beach- 224 

Grant’s Pass- 245*, 260 

Hermiston- 237 

Hood River- 288 

Klamath Falls_ 223,253 

La Grande- 232 

Lakeview -- 228 

Lebanon - 279 

Medford _ 229, 237* 


I/Henderson - 

U Hendersonville _ 


Zzo 

_ 273* 

Lancaster - 

__ 

_ 249, 271* 

North Bend- 

Oaao nlnkfi 

_ zoo 

_ 244 

I Hickory - - 

* 

239*.275* 

LorSn 

_ 285 

nritarin 

_ 226,241 

I High Point. 


238*,258*,262* 

o o olH 

287*.291* 


294 

I Jacksonville _ _ 


288 


_ 232 

Pp-n fl T fvhno 

_ 267,278 

I Kannapolis 


259* 

TV* q riAH 

_ 224, 295* 

Pnrtlflnrt 

222*. 229*, 238*, 246*, 

I Kinston 


_ 236 

AT o o c 1 1 l/"vn 

_ 240 

254*, 

,258, 262*, 266*,270, 277 
_ 237 

I Laurinburg 


_ 243* 

Miamiahurp _ 

_ 229* 

"Prlnovlllf* 

I Leaksville 


_ 233* 

TV/M PTTfvrt 

_ 285 


_ 224 

I Lexington _ 


_ 231* 

Mirfrllot/TWn 

_ 290* 


_ 276 

I Lumberton 


_ 239* 

TV/T+- yarn on 

_ 229* 


_ 286 

I Morehead City . 


240 

‘WnrirQ rlr 

_ 262* 

Rnrlrurfipld 

_ 226* 

I Morganton 


. 221* 

1 lr 

_ 237* 

T'hp Dalles 

_ 283 

I New Bern_ 


232 


_ 249* 


_ 281 

1 N. Wilkesboro 


_ 247* 


_ 239* 


_ 296 

I Plymouth 


_ 257 

Port Clinton_ 

_ 233* 

Pennsylvania: 

Allentown __ 


I Raleigh _ _ 


234*.241*.268* 

m on t.h ____ 

_ 281* 

_ 264*,281* 

1 Reidsville _ 


_ 271* 


_ 286* 


_ 251 *,261* 

I Rocky Mount 


_ 221*, 264* 

PJanrtiKkv _ 

_ 274* 


_ 294* 

I Roxboro_ 


_ 244* 

CM « p-\r _ 

_ 288 


_ 236* 

I Salisbury _ 


_ 293* 

Rnrincrfi plH 

264*.275* 


_ 293* 

I Sanford _ 


_ 288* 

Opi iuguv/iu 

Gf Qi 1 hen villfi _ 

278* 


_ 298* 

Shelby_ 


_ _ 241* 

Tiffin______ 

_ 279* 


_ 245* 

I Statesville 


245*,289* 

Toledo ______________ 

_ 223*. 


_ 280 

Tabor City _ 


__ ___ 285 

252, 260*. 
Vnn Wert _ 

,268*,272, 284*, 288 


_ 249* 

I Tarboro _ 


282* 

_ 255* 

Cnrhnpriale 

_ 228 

I Thomasville 


252* 

Wash Ot. House _-_ 

288 


_ 272* 

Washington _ 


_ 227,270 

Wn.verlv ___ 

_ 265 

Chambersburg _ _. 

_ 236* 

Whiteville _ 


256* 

Wei Is ton _ 

_ 244 


228 

Williamston _ 


279* 


_ 283* 

Connellsville _- 

_ 280 

Wilmington 


247, 260 

Ypni n ____ 

280* 

fioi t ersnort 

244 

Wilson _ _ 


. 291* 

Y oungs town 

227*.255*.266* 

VA^UUCiDpVi w 

Duhois _— 

... 271*, 297 

Winston-Salem 


226*,281*,298* 


_ 273* 

Wo o4-/\r» 

241*,260* 

North Dakota: 



Oklahoma: 

Ada _ 



_ 280 • 

Bismarck __ 



_ 240 


294* 

Carrington 


249 


_ 228 


224 

Devils Lake_ 

Dickinson 


_ __ 244 

221 

Alva_ 

259.284 
_ 221 


_ ___ 286* 
oeo* 0*70* 9RR 292 

Fargo_ 



Bartlesville- 

_ 261* 

Erie - 

ZoU . Z , coo, 


No. 251—Pt. I-14 
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PROPOSED RULE MAKING 


^ Channel 

Pennsylvania—continued No. 

Franklin_ 257 

Gettysburg-ZZZ 299* 

Greensburg _ 296 

Greenville _ZZZZZ 2 96 

Grove City-IIIIIZI 236* 

Harrisburg- 235*, 247*, 281 

Hazel ton _ 250* 

Huntington _ZZZZZZ 224 

Jenkintown_ 280* 

Johnstown- V~221, 238* 

Kane ___ 292 

Lancaster- 233*, 245*, 267* 

Lebanon _ 261 * 

Levittown-Fairless HiUs__ZZZZZZZZZ 261 * 

Lock Haven_ 237 

Meadville _ZZZZ 262* 

Media- 262 * 

Milton_ 265 

Montrose _ZZ 243* 

Nanticoke _ZZ 288 

New Kensington-Tarentum_ 264* 

Oil City- 253* 

Palmyra - 2 21* 

Philadelphia _ 223 *, 

227*, 231*, 239*, 243*, 251*" 255*,’ 

266*, 271*. 275*. 283*, 287*. 291* 

Philipsburg _ 257 

Pittsburgh - 225*" 229 *" 233*, 241*, 

259*. 268*, 273*, 284*. 290*,300* 

Pottsville _ 270* 

Punxsutawney _Z 288 

Reading__ZZZZZ 273* 

Red Lion_2 241* 

St. Mary’s-ZZZIZZZZZ 232 

Sayre - 2 96 

Scranton- 267*. 272, 285 

Shamokin_ 257 

Sharon_ZZZZZZZZ 275* 

Shenandoah_ZZZIZZZZZ 225 

Shippensburg_ZZZZZ 232 

Somerset__ZZZZZZ 249 

State College- 244 276 

Sunbury- 231* 

Towanda_ 224* 

Tyrone--.ZZZZZZZZ 266* 

Union town_ 252 

Warren _ZZZZZZZZZ 222 * 

Washington_ZZZ 237 

Waynesboro_ZZZZ 268* 

Wellsboro_ZZZZZZ 249 

Wilkes-Barre- 253*, 277* 

Williamsport- 274 *,’ 286* 

York -- 253*. 277*,’ 289* 

Rhode Island: 

Cranston _ 260* 

Providence 222*. 231*, 238*, 268*, 286* 

Warwick-E. Greenwich.. ’ 299 * 

Westerly _ 279* 

Woonsocket_ZZZZ 292* 

South Dakota: 

Aberdeen - 231,235 

Belle Fourche_ 240 

Brookings_ZZZ 269 

Deadwood--ZZZZZZIZZ 226 , 236 

Hot Springs_ 244 

Huron - ZZ 221 


Madison 


257 


MitcheH -__ 265 

Mobndge _ 221 

Pierre_______ 224 237 

Rapid City- 230, 250 

Sioux Falls- 223,229,243,247 

Vermillion _ 272 

Watertown- ZZZZZZZZZZZ~226, 241 


Winner 


228 


Yankton--- 255, 262 

South Carolina: 

Aiken — ----- 257 

Anderson - 266*, 297 

Bamberg-- 2 24 

Barnwell_ ZZ" 269 

BatesbUrg_ ZZZZZZZ 221 


Beaufort 


254* 


Bennetts ville_ ZZZZZZZ 296 

Charleston- 229, 236*, 245 * 

Columbia- 250*, 284* 

Conway_ 001 

Dillion- ZZZZZZZZZZZZZZZZ 225* 

Florence - 276,288 


Alvin 


271* 


Amarillo- 226*. 231*, 250, 254, 270, 282 

Austin- 229*, 234, 238*, 252*, 265 

Ballinger- 2 76 

Bay City- 284 

Beaumont- 236*, 248*, 299 

Beeville_ 2 85 

Belton - ZZZZZZZZZZZZZ 292 

Big Lake.. 2 52 

Big Spring- 237* 

Bonham_ 252 

Brady__ 237 

Breckenridge_ *" 22 g 

Brownsville-262 

Brown wood- 268,281 

Bryan- 2S2 

Burnet_ 2 76 

Cameron_ ZZZZZ! 

Canyon _ ZZZZZZZZZ 




„ Channel 

South Carolina—continued No. 

Georgetown - 249,292 

Greenville - 223 *, 229 *, 233 * 

Greenwood_ 244 

Laurens _ Z 263* 

Manning _ 2 6i 

Marion _ZZZZ 232 

Mullins J_ 265 

Myrtle Beach _ 221 

North Charleston _ 273 * 

Orangeburg -ZZZZZZZ 294 

Seneca_ 251* 

Spartanburg _ 255* 

Summerville _ZZZ 240 

Sumter _ 267* 

Walter boro_ 265 

Tennessee : 

Athens - 257 

Bristol _ 245 * 

Carthage - 272 

Centerville _ 232 

Chattanooga ... 222,243*, 288, 293* 

Cleveland _ 264* 

Cookeville _ 232*, 2 52* 

Covington _ 228 

Dayton --- 28 Q 

Dyersburg _ 261 

Franklin _ 261 * 

Gallatin __ 283* 

Greeneville _ 235* 

Humboldt _•_ 272 

Jackson - 222,281* 

Jamestown _ 261 

Johnson City _Z 264* 

Kingsport - ZZZZ~253*. 292 

Knoxville - 227*, 248, 278, 299 

LaFollette _ 28 g 

Lawrenceburg _ 240 

Lebanon _ 297* 

Lexington _ZZZZ 257 

Livingston _Z_ZZ 240 

Manchester _ ZZ 259* 

McKenzie __ 295* 

Memphis - 246*, 259*, 266, 274, 283, 290 

Murfreesboro _ 242* 

Nashville ... 225, 238*, 250*, 268, 277*, 290* 
Oak Ridge_ 285 

Ripley --—ZZZZZZZZZZZZ 237 

Savannah _ 249 

Sevierville _ZZ.ZZZ 271* 

Shelby ville _ ” 275* 

Springfield -ZZZZZZZ 221 

Sweetwater _ 237 

Tullahoma _ 227* 

Winchester _ZZZ 249 

Texas: 

Abilene .. 239, 257*, 264, 286 

Alice - 272 

Alpine - 224 


Childress . 
Cleburne . 


Texas—continued CTnj 

Dalhart_ A 

Dallas _ 


. I 


Coleman 


Commanche 


Crane_ 

Crockett 
Cuero_ 


s . 223*, 238*, 250 *~o^a'» i 

Dei R r;:.l 75 ;:. 279 ;:. 283 *’ 

Denton_ 

Diboll_ ZZZZZZ 

Dumas_ ZZZZZ 

Eagle Pass_ ZZZ". 

Eastland _ Z . 

Edinburg_ 

El Paso_ 2 ft 

Farwell ___ 

Floydada_ _ 

Fort Stockton.: 


Fort Worth- 242*, 246* 258* i 

Freeport .. 


233* 


Gainesville 
Galveston 
Gonzales . 

Hamilton 
Harlingen 
Henderson 
Hereford _ 

Hillsboro _ 

Houston - 229*, 233*" 239* 24 

250*, 256*, 262*, 266*, 275*,281* 2 
Jacksonville _ ,A 

Jasper _ ZZZZZZZZ. 

Junction _ ZZZZZ". 

Kenedy-Karnes _Z 

Kermit_ ZZZZZZ”. 

Killeen_ ZZZZZ ". 2 

Kingsville_ ZZZZZZZZ i 

Kamesa_ ZZZZZZZZZ 251 

Lampasas_ ’ 

J jare f,° v- ^ 

Levelland _ 

Longview _Z_ ZZZZZZZZZZZZZZ 2 

Lubbock- 229*,233,242*~258’266 

Lufkin_ onn 

Marlin __ ^ 7 ’ 

Marshall 
McAllen 
McCamey 

Mercedes _ 

Merkel _ZZZZZZZZ 

Mexia_ ZZZZZZZZZZZZ 

Midland - 222*, 227*, 

Mission _ 

Monahans _ 260 


, 245, 


24 




Mt. Pleasant _ 

Muleshoe _ 

Nacogdoches _ ZZZ 

New Braunfels _ 

Odessa - 245*, 250,251 

Orange _ 

Palestine _ 

Pampa _ 

Paris _ 

Pasadena _ 221 

Pecos _ 

Perryton _ 

Pharr _ 

Plainview _ 241 

Pleasanton _ 

Port Arthur _ 227*, 231,25! 

Port Lavaca _ 

Quanah _ 

Raymondville _ 26 

Rusk _ 2 ‘ 

San Angelo. . 225,230,234,24 

San Antonio _ 225' 


269 

San Saba _ 

... U 

296 

Seguin_ 

... 28 

228 

Seminole 

.. 28 

244 

Seymour _ 

.... 23 

235* 

Shamrock _ 

.. 22 

295 

Sherman_ 

. 24 

296 

Sinton 

267*, 27 

221 

Slaton _ 

... 221 

292 

Snyder_ 

.. 

232 

Sonora 

_ 

!, 260 

Stamford _ 

... a 

265 

Sweetwater_ 

_ 24i 

224 

Taylor _ 

.. 221 

249 

Temple ___ 

.. 281 


H 
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iurday, December 29, 1962 

Channel 

fesr-_----- w ° 2 ' 92 

Terre Lna _ 251*. 273 

-- 226*. 268, 293 

-- 237 

Uvalde- 2 72 

Ver f^ a . IIIIIIIIIII 235 , 254 

Victona .. 238*, 248, 260*, 298 

Wac ? ~ 247,258 

Weslaco- 297 

221 


Blanding -— oqq 

Bountiful- 288 

IffSi" - 

. 

. 238,250,266,270 

_ 252 

_ 235,241 

---^ 090 

Richfield —- f 9 

St. George- *** 

Salt Lake City - zz ‘> 

231, 246*. 254*.262*,282 

Spanish Fork-- 292 

I** 1 *- 224 

r ermont: 


Moab 
Ogden 
Price 
Provo 


Barre 


296 


Bennington - : — 232 

Burlington- 225, 255* 

Montpelier-244, 276 

Newport- 292 

Rutland _ 246, 251 

St. Albans- 272 

Springfield- 228 

Waterbury - 287 

r irginia: 

Abington- 224 

Arlington _ 286* 

Ashland _ 264 

Blacks tone - 228 

Bristol_ 268 

Charlottesvile_ 237*, 248* 

Clifton Forge _ 269 

Covington _ 265 

Crewe_ 284* 

Culpeper_ 276 

Farmville _ 239 * 

Fredericksburg_ 227*, 268* 

Front Royal_ 280 

Galax_ 251* 

Gretna_ 277* 

Hampton _ 267 * 

Harrisonburg_ 264*, 288 

Hopewell_ 224 

Lawrenceville_ 288 

Lexington_ 252 

Luray_ 257 , 292 

Lynchburg_264*, 295 

Manassas _ 294* 

Marion_ 230* 

Martinsville_ 242* 

Norfolk-Newport News_ 225,239*, 

247*, 254*, 259*, 263*, 275*, 283*, 287 

Norton_ 296 

Orange_ 244 

Petersburg _ 257 

Pulaski _ 269 

Richmond_ 233*, 251*, 271*, 279*, 293* 

Roanoke_ 222*, 235*,256*,273 

Salem _ 228 

South Boston_ 248* 

Staunton _ 228 *, 272 

Warrenton___ 232 , 299* 

Warsaw__ 237 

Waynesboro_ 224 

Williamsburg _ 243 * 

Winchester_ 223*, 273* 

Woodbridge _ 290* 

Washington: 

Aberdeen_ 284 

Bellingham _ 225*, 282* 

Central i a_ 275 

Chelan_ 228 

Colfax _ 272 

Colville _ 224 

Edmonds_ 287* 


Channel 

Washington—continued No. 

Ellensburg _ 221 

Ephrata_ 240 

Grand Coulee- 253, 266 

Hoquiam_ 280 

Kennewick_ 287 

Longview_ 240 

Lynden - 293* 

Moses Lake_ 262 

Omak_ 224 

Opportunity- 241* 

Othello _ 249 

Prosser_ 272 * 

Pullman _ 285 

Quincy_ 232 

Richland__ 236, 281 

Seattle_ 223*, 

227*, 231*, 235*.239*,243*,251*,255*, 
260*, 264*, 268*, 273*, 295*, 299*. 

Spokane_ 225 *, 229, 233, 251*, 255, 260* 

Sunnyside- 244 

Tacoma_ 247*, 280*, 291* 

Toppenish_ 224 

Walla Walla_ 227, 246 

Wenatchee - 257, 285 

Yakima_ 292*, 297 

West Virginia: 

Beckley _ 258*, 279 

Berkley Springs- 228 

Bluefield_ 283*, 291 

Buckhannon _ 237 

Charleston _ 241, 248*, 253*, 260, 290* 

Charles Town--- 252 

Clarksburg- 224,249 

Elkins _ 222 

Fairmont _264, 276 

Grafton - 265 

Huntington_ 223, 255, 263*, 277 

Keyser_-— 240 

Logan _ 270, 274 

Martinsburg- 248* 

Montgomery- 265 

Morgantown __— 257*, 293 

Moundsville_— 288 

New Martinsville- 280 

Oak Hill__-- 231* 

Parkersburg- 257,276 

Rich wood - 244 

Ronceverte- 288 

St. Albans- 292 

Weston _ 228 

Wheeling _ 247*, 298 

Wisconsin: 

Antigo- 285 

Ashland - 240 

Eagle River- 232 

Eau Claire_ 231*, 264 

Fort Atkinson- 297* 

Green Bay_ 253*, 266* 

Greenfield - 235* 

Hayward- 221 

Jamesville - 260* 

Kaukauna- 285 

Kenosha- 236*, 245* 

LaCrosse - 227 

Ladysmith - 288 

Madison_ 251*. 268*, 273*, 281* 

Manitowoc - 272,280 

Marinette - 236, 258 

Medford - 257 

Menomonie - 296 

Merrill- 224 

Milwaukee- 227*, 233*, 

239*, 243*, 247*. 256*, 271*, 275*, 299* 

Monroe - 229* 

Mt. Horeb- 224* 

Neenah-Menasha - 230, 289 

Oshkosh - 244 

Park Falls- 252 

Poynette - 237 

Prairie Du Chien- 232 

Racine_ 224*, 264* 

Rhinelander- 228 

Rice Lake- 242* 

Richland Center- 265 

Shawano- 262, 274 

Sparta-‘- 246* 

Stevens Point- 250* 

Sturgeon Bay-— 240 

Tom ah- 255* 

Viroqua- 272 


Channel 

Wisconsin—continued No. 

Watertown_ 284* 

Waukesha.. 291* 

Wausau- 238*, 270 

Wauwatosa- 279* 

West Bend_ 223* 

Wisconsin Rapids- 277*, 293 

Wyoming: 

Buffalo _ 224 

Casper_ 233,238 

Cheyenne_ 249,292* 

Cody _ 232 

Douglas_ 224 

Evanston -_ 292 

Gillette _ 228 

Lander_ 248 

Laramie _ 241,255 

New Castle_ 257 

Powell _ 225 

Rawlins_ 224 

Riverton....— 228 

Rock Springs- 243,258 

Sheridan_ 235,243 

Thermopolis _ 252, 269 

Torrington_ 257 

Wheatland__ 269 

Worland _ 240 


Appendix B 

assignments on educational channels 
218-220 

Channel 218 

Los Angeles, Calif. 

Tallahassee, Fla. 

Winter Park, Fla. 

Chicago, Ill. 

Evansville, Ind. 

Greencastle, Ind. 

Richmond, Ind. 

Muncie, Ind. (10 watts). 

Lawrence, Kans. 

Lewiston, Maine (10 watts). 

Warren, Mich. 

Baltimore, Md. 

St. Louis, Mo. 

Brooklyn, N.Y. 

Troy, N.Y. 

Chapel Hill, N.C. 

Athens, Ohio (10 watts). 

Westerville, Ohio (10 watts). 

Yellow Springs, Ohio (10 watts). 
Pittsburgh, Pa. 

Norfolk, Va. 

Ellensburg, Wash. 

Channel 219 


Tuscaloosa, Ala. 

San Francisco, Calif. 

Miami, Fla. 

Moscow, Idaho 
Iowa City, Iowa 
Springfield, Mass. 

Ann Arbor, Mich. 

Ithaca, N.Y. (10 watts). 

Stillwater, Okla. 

Philadelphia, Pa. 

Dallas, Tex. 

Harrisonburg, Va. (10 watts). 

Tacoma, Wash. 

Channel 220 

Jonesboro, Ark. 

San Bernardino, Calif. 

Carbondale, Ill. 

Kewanee, Ill. (10 watts). 

Hartford City, Ind. (10 watts). 

Huntington, Ind. (10 watts). 

South Bend, Ind. 

Louisville, Ky. 

Orono, Maine. 

Takoma Park, Md. 

Winchester, Mass. (10 watts). 

Hackettstown, N.J. 

Eugene, Oreg. 

Knoxville, Term. 

Lubbock, Tex. (10 watts). 

Wausau, Wis. 

[F.R. Doc. 62-12827; Filed, Dec. 28, 1962; 
8:45 a.m.] 





































































































































































































DEPARTMENT OF THE TREASURY 

Bureau of Customs 

[T.D. 55790] 

COTTON TEXTILES AND COTTON TEX- 
TILE PRODUCTS PRODUCED OR 
MANUFACTURED IN REPUBLIC OF 
CHINA 

Restrictions on the Entry or With¬ 
drawal From Warehouse 

December 21,1962. 

There is published below a letter of 
December 12, 1962, from the Chairman, 
President’s Cabinet Textile Advisory 
Committee, directing the taking of speci¬ 
fied action relating to certain cotton 
textile products produced or manufac¬ 
tured in the Republic of China. This 
direction is in accordance with proce¬ 
dures outlined in Executive Order 11052, 
dated Sepember 28, 1962 (27 P.R. 9691). 

As the letter directs, cotton textile 
products produced or manufactured in 
the Republic of China, included in Cate¬ 
gory 62, which were exported from the 
Republic of China on or after November 
6, 1962, shall not be permitted to be en¬ 
tered, or withdrawn from warehouse, for 
consumption in the United States (in¬ 
cluding the Commonwealth of Puerto 
Rico), and this restriction is effective 
through October 14,1963. 

The category involved is described in 
detail in the attachment to the letter of 
November 2, 1962, from the Acting 
Chairman, President’s Cabinet Textile 
Advisory Committee, published in Treas¬ 
ury Decision 55746, dated November 7, 
1962 (27 F.R. 11242), which directed a 
temporary restriction on Category 62 
through December 13, 1962. 


Notices 


ment is an agreement contemplated by Sec¬ 
tion 204 of the Agricultural Act of 1956, as 
amended. 

In accordance with Article 3 and Annex B 
of the above described Long Term Arrange¬ 
ment and in accordance with the procedures 
outlined in Executive Order 11052 of Septem¬ 
ber 28, 1962, you are directed to prohibit 
the entry into the United States for con¬ 
sumption and withdrawals from warehouse 
for consumption of cotton textiles and cot¬ 
ton textile products in Category 62 produced 
or manufactured in the Republic of China 
and exported from that country on or after 
November 6, 1962. This direction shall be 
effective through October 14, 1963. 

The detailed description of Category 62 in 
terms of Schedule A numbers and U.S.I.D.A. 
numbers was attached to our letter to you 
of November 2, 1962, published in the Fed¬ 
eral Register on November 14, 1962. 

In carrying out the above directions, entry 
into the United States for consumption shall 
be construed to include entry for consump¬ 
tion into the Commonwealth of Puerto Rico. 

The actions taken with respect to the Gov¬ 
ernment of the Republic of China and with 
respect to imports of cotton textiles and cot¬ 
ton textile products from that country have 
been determined by the President’s Cabinet 
Textile Advisory Committee to involve for¬ 
eign affairs functions of the United States. 
Therefore, the directions to the Commis¬ 
sioner of Customs, being necessary to the 
implementation of such actions, fall within 
the foreign affairs exception to the notice 
provisions of Section 4 of the Administrative 
Procedure Act. You are requested to pub¬ 
lish this letter in the Federal Register. 

Sincerely yours, 

Luther H. Hodges, 

Secretary of Commerce, and Chair¬ 
man, President’s Cabinet Textile 
Advisory Committee. 

[F.R. Doc. 62-12875; Filed, Dec. 28, 1962; 

8:49 a.m.] 


[ seal ] Philip Nichols , Jr., 

Commissioner of Customs. 

The Secretary op Commerce 
Washington 25, D.C., 
December 12, 1962. 

President’s Cabinet Textile Advisory Com¬ 
mittee 

Commissioner op Customs, 

Department of the Treasury, 

Washington, D.C. 

Dear Mr. Commissioner: This letter sup¬ 
plements our letter to you dated November 2, 
1962, published in the Federal Register No¬ 
vember 14, 1962 (27 F.R. 11242). The denial 
of entry and of withdrawals from ware¬ 
house for consumption in the United States 
directed in our letter of November 2, 1962, 
terminates after December 13, 1962. 

The United States Government on October 
15, 1962, in furtherance of the objectives of, 
and under the terms of, the Long Term Ar¬ 
rangement Regarding International Trade, 
done at Geneva on February 9, 1962, re¬ 
quested the Republic of China to restrain 
the exports of cotton textiles and cotton tex¬ 
tile products in Category 62 to the United 
States during the twelve months beginning 
October 15, 1962. This Long Term Arrange- 
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Coast Guard 

[CGFR 62—47] 

EQUIPMENT, INSTALLATIONS, OR 
MATERIALS 

Approval 

1. Various items of lifesaving, fire¬ 
fighting, and miscellaneous equipment, 
installations, and materials used on 
merchant vessels subject to Coast Guard 
inspection or on certain motorboats and 
other pleasure craft are required by law 
and various regulations in 46 CFR Chap¬ 
ter I to be of types approved by the Com¬ 
mandant, United States Coast Guard. 
The procedures governing the granting 
of approvals, and the cancellation, termi¬ 
nation or withdrawal of approvals are set 
forth in 46 CFR 2.75-1 to 2.75-50, inclu¬ 
sive. For certain types of equipment, in¬ 
stallations, and materials, specific spec¬ 
ifications have been prescribed by the 
Commandant and are published in 46 
CFR Parts 180 to 164, inclusive (Sub¬ 
chapter Q—Specifications), and detailed 
procedures for obtaining approvals are 
also described therein. 

2. The Commandant’s approval of a 
specific item is intended to provide a 


control over its quality. Therefore « 
approval applies only to the item 

structed or installed in accordance 
the applicable requirements and the 
tails described in the specific appro 
If a specific item when manufactu 
does not comply with the details to 
approval then such item is not « 
sidered to have the Commandants 
proval and the certificate of appro 
issued to the manufacturer does 
Ply to such modified item. Forexl 
if an item is manufactured with char 
in design or material not previously 
proved, the approval does not apply 
such modified item. p 7 

3. After a manufacturer has submit 
satisfactory evidence that a partici 
item complies with the applicable 1 
and regulations, a Certificate of 
proval (Form CGHQ-10030) will be 
sued to the manufacturer certifying t 
the item specified complies with the 
plicable laws and regulations and 
proval is given, which will be in eff 
for a period of 5 years from the d 
given unless sooner canceled or si 
pended by proper authority. 

4. The purpose of this document is 
notify all concerned that certain * 
provals were granted, as described 
this document, during the period fn 
October 25 to November 1, 1962. Tht 
actions were taken in accordance w 
procedures set forth in 46 CFR 2.75 
to 2.75-50, inclusive. 

5. The delegations of authority for 
Coast Guard’s actions with respect 
approvals may be found in Treasu 
Department Orders 120 dated July 
1950 (15 F.R. 6521), 167-14 dated N 
vember 26, 1954 (19 F.R. 80 26), 167- 
dated January. 3, 1955 (20 F.R. 840 
167-20 dated June 18, 1956 (21 F. 
4894), CGFR 56-28 dated July 24, 19 
(21 F.R. 5659), or 167-38 dated Octob 
26,1959 (24 F.R. 8857) , and the statute 
authority may be found in R.S. 441 
as amended, 4462, as amended, 4488, 
amended, 4491, as amended, secs. 1,2, 
Stat. 1544, as amended, sec. 17, 54 Sta 
166, as amended, sec. 3, 54 Stat. 346, 
amended, sec. 3, 70 Stat. 152 (46 U.S.. 
375, 416, 481, 489, 367, 526p, 1333, 390b 
sec. 4(e), 67 Stat. 462 (43 U.S.C. 1333(e) 
or sec. 3(c), 68 Stat. 675 (50 U.S.C. 198- 
and implementing regulations in 46 CF 
Chapter I or 33 CFR Chapter I. 

6. In Part I of this document are liste 
the approvals granted which shall be i 
effect for a period of 5 years from th 
dates granted, unless sooner cancele 
or suspended by proper authority. 

Part I —Approvals of Equipment, 
Installations, or Materials 

winches, lifeboat 

Approval No. 160.015/44/2, Type 
lifeboat winch for use with mechanic! 
davits fitted with wire rope not more tha 
^-inch in diameter and with not mor 
than 7 wraps of the falls on the drum! 
approved for maximum working load c 
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oounds pull at the drums (3,300 
8,6 ,mrifper fall) , identified by left hand 
P °»mhlv dwg. No. L-22321-E-1 dated 
j^rii 19 1957, manufactured by Marine 
Sv Equipment Corp., Point Pleasant 
Sad, New Jersey, effective November 
i 1962 (It is an extension of Approval 
No 160.015/44/2 dated November 1, 

'^Approval No. 160.015/85/0, Type B-75 
lifeboat winch, approval is limited to 
mechanical components only, and for a 
maximum working load of 7,500 pounds 
mill at the drums (3,750 pounds per fall), 
identified by general arrangement dwg. 
No w-80412, Rev. B dated October 1, 
1962 and drawing list dated October 1, 
1962* manufactured by Welin Davit and 
Boat Division of Continental Copper & 
steel industries, Inc., Perth Amboy, New 
Jersey, effective October 26, 1962. 


tinental Copper & Steel Industries, Inc., 
Perth Amboy, New Jersey, effective 
November 1, 1962. (It supersedes Ap¬ 
proval No. 160.033/28/2 dated Novem¬ 
ber 1,1957.) 

Approval No. 160.033/53/0, Type L-1B, 
Rottmer type releasing gear, approved 
for maximum working load of 37,000 
pounds per set (18,500 pounds per hook), 
identified by assembly dwg. No. M-125- 
17 dated May 17, 1957, and revised 
July 25, 1957, manufactured by Marine 
Safety Equipment Corp., Point Pleasant 
Beach, New Jersey, effective November 1, 
1962. (It is an extension of Approval 
No. 160.033/53/0 dated November 1, 
1957.) 

LIFEBOATS 


is an extension of Approval No. 160.035/ 
320/0 dated November 1, 1957.) 

Approval No. 160.035/425/0, 24.0' x 
8.0' x 3.58' fibrous glass reinforced plas¬ 
tic, hand-propelled lifeboat, 40-person 
capacity, identified by construction and 
arrangement dwg. No. B-80362, Rev. A 
dated August 31, 1962, effective October 
26,1962. 


BUOYANT CUSHIONS, KAPOK OR FIBROUS 
GLASS 


Note: Approved for use on motorboats of 
Classes A, 1, or 2 not carrying passengers for 
hire. 


SIGNALS, DISTRESS, HAND COMBINATION 
FLARE AND SMOKE 


Approval No. 160.023/1/0, A-P Day- 
nite hand combination flare and smoke 
distress signal, arrangement dwg. No. 
4500-AR Rev. No. 3 dated June 17, 1946, 
manufactured by Aerial Products, Inc., 
Elkton, Maryland, effective November 1, 
1962 (It is an extension of Approval 
No 160.023/1/0 dated November 1,1957.) 


WATER, EMERGENCY DRINKING (IN HER¬ 
METICALLY SEALED CONTAINERS) 

Approval No. 160.026/8/1, container 
for emergency drinking water, dwg. No. 
SI—117 dated August 23, 1951, Rev. 5 
dated August 19, 1952, manufactured by 
The Multiple Breaker Co., 176 Oak Street, 
Newton Upper Falls, Massachusetts, ef¬ 
fective November 1, 1962. (It is an ex¬ 
tension of Approval No. 160.026/8/1 
dated November 1, 1957, and change of 
address of manufacturer.) 

Approval No. 160.026/29/0, container 
for emergency provisions, MacDonald- 
Bemier Co. dwg. No. 1 dated March 16, 
1957, packed by Lord-Mott Co., Foot of 
Pell St., Baltimore 3, Md. ; and H & M 
Packing Corp., 913 Ruberta Ave., Glen¬ 
dale 1, California, for MacDonald Ber¬ 
nier Co., Inc., 62-64 Long Wharf, Boston 
10, Massachusetts, effective November 1, 
1962. (It is an extension of Approval 
No. 160.026/29/0 dated November 1, 
1957.) 


MECHANICAL DISENGAGING APPARATUS, 
LIFEBOAT 


Approval No. 160.033/27/2, Rottmer 
type, size 298 releasing gear, approved 
for maximum working load of 27,700 
pounds per set (13,850 pounds per hook), 
identified by arrangement dwg. No. 3367- 
3 dated November 13, 1951, and revised 
June 5, 1957, manufactured by Welin 
Davit and Boat Division of Continental 
Copper & Steel Industries, Inc., Perth 
Amboy, New Jersey, effective Novem¬ 
ber 1 , 1962. (It is an extension of 
Approval No. 160.033/27/2 dated Novem¬ 
ber 1 , 1957.) 

Approval No. 160.033/28/3, Rottmer 
type, size 299 releasing gear, approved 
for maximum working load of 15,720 
pounds per set (7,860 pounds per hook), 
identified by arrangement dwg. No. 3372- 
6 dated November 8, 1954, and revised 
September 9, 1958, manufactured by 
Welin Davit and Boat Division of Con- 


Approval No. 160.035/17/3, 22.0' x 7.5' 
x 3.17' steel, oar-propelled lifeboat, 31- 
person capacity, identified by general ar¬ 
rangement dwg. No. G-2231 dated 
January 1957, and revised September 4, 
1962, manufactured by C. C. Galbraith & 
Son, Inc., 99 Park Place, New York 7, 
New York, effective November 1, 1962. 
(It supersedes Approval No. 160.035/17/2 
dated November 1, 1957.) 

Approval No. 160.035/266/0, 26.0' x 
7.88' x 3.35' aluminum, oar-propelled 
lifeboat, 41-person capacity, identified 
by general arrangement and construc¬ 
tion dwg. No. 3321 dated February 20, 
1956, and revised August 15,1957, manu¬ 
factured by Welin Davit and Boat Divi¬ 
sion of Continental Copper & Steel In¬ 
dustries, Inc., Perth Amboy, New Jersey, 
effective November 1, 1962. (It is an 
extension of Approval No. 160.035/266/0 
dated November 1,1957.) 

Approval No. 160.035/277/1, 20.0' x 6.5' 
x 2.6' aluminum, oar-propelled lifeboat, 
20 person capacity, identified by general 
arrangement and construction dwg. No. 
51-2020 dated January 9, 1951, and re¬ 
vised May 28, 1957, manufactured by 
Lane Lifeboat & Davit Corp., 8920 
Twenty-sixth Avenue, Brooklyn 14, New 
York, effective November 1, 1962. (It is 
an extension of Approval No. 160.035/ 
277/1 dated November 1, 1957.) 

Approval No. 160.035/279/1, 30.0' x 
10.0' x 4.13' aluminum, hand-propelled 
lifeboat, 70-person capacity, identified 
by construction and arrangement dwg. 
No. 30-1B, Rev. A dated July 10, 1957, 
manufactured by Marine Safety Equip¬ 
ment Corp., Point Pleasant Beach, New 
Jersey, effective November 1, 1962. (It 
is an extension of Approval No. 160.035/ 
279/1 dated November 1, 1957.) 

Approval No. 160.035/284/1, 16.0' x 
5.5' x 2.38' aluminum, car-propelled life¬ 
boat, 12-person capacity, identified by 
construction and arrangement dwg. No. 
16-3, Rev. B dated July 16, 1957, manu¬ 
factured by Marine Safety Equipment 
Corp., Point Pleasant Beach, New Jersey, 
effective November 1, 1962. (It is an 
extension of Approval No. 160.035/284/1 
dated November 1,1957.) 

Approval No. 160.035/320/0, 30.67' x 
10.17' x 4.25' steel, hand-propelled life¬ 
boat, 77-person capacity, identified by 
construction and arrangement dwg. No. 
30-3, revision C dated August 15, 1957, 
manufactured by Marine Safety Equip¬ 
ment Corp., Point Pleasant Beach, New 
Jersey, effective November 1, 1962. (It 


Approval No. 160.048/68/1, group ap¬ 
proval for rectangular and trapezoidal 
kapok buoyant cushions, U.S.C.G. Speci¬ 
fications Subpart 160.048, sizes and 
weights of kapok filling to be as per 
Table 160.048-4(c) (1) (i), manufactured 
by Swan Products Co., Inc., 145—92 228th 
Street, Springfield Gardens 13, New 
York, effective November 1, 1962. (It is 
an extension of Approval No. 160.048/ 
68/1 dated November 1,1957.) 

Approval No. 160.048/96/0, group ap¬ 
proval for rectangular and trapezoidal 
kapok buoyant cushions, U.S.C.G. Speci¬ 
fication Subpart 160.048, sizes and 
weights of kapok filling to be as per 
Table 160.048-4(c) (1) (i), manufactured 
by See Bentz & Sons Upholstering, 111 
Fifth Street, Watertown, Wisconsin, 
effective November 1,1962. (It is an ex¬ 
tension of Approval No. 160.048/96/0 
dated November 1,1957.) 

Approval No. 160.048/100/0, group ap¬ 
proval for rectangular and trapezoidal 
kapok buoyant cushions, U.S.C.G. Speci¬ 
fication Subpart 160.048, sizes and 

weights of kapok filling to be as per 
Table 160.048-4(c) (1) (i), manufactured 
by Burlington Mills, Inc., Burlington, 
Wisconsin, effective November 1, 1962. 
(It is an extension of Approval No. 
160 048/100/0 dated November 1, 1957.) 

Approval No. 160.048/1.02/0, group ap¬ 
proval for rectangular and trapezoidal 
kapok buoyant cushions, U.S.C.G. Speci¬ 
fication Subpart 160.048, sizes and 

weights of kapok filling to be as per 
Table 160.048-4(0 (1) (i), manufactured 
by Rainier Hassock & Cushion Co., Inc., 
2339 Fawcett Avenue, Tacoma 2, Wash¬ 
ington, effective November 1, 1962. (It 
is an extension of Approval No. 

160 048/102/0 dated November 1, 1957.) 

Approval No. 160.048/103/0, group ap¬ 
proval for rectangular and trapezoidal 
kapok buoyant cushions, U.S.C.G. Speci¬ 
fication Subpart 160.048, sizes and 

weights of kapok filling to be as per 
Table 160.048-4(c) (1) (i), manufactured 
by Crawford Manufacturing Co., Inc., 
Third and Decatur Streets, Richmond 
12, Va., and 12th and Graham Streets, 
Emporia, Kansas, for Montgomery Ward 
& Co. Inc., 619 West Chicago Avenue, 
Chicago 7, Illinois, effective November 1, 
1962. (It is an extension of Approval 
No. 160.048/103/0 dated November 1, 
1957.) 

Approval No. 160.048/104/0, group ap¬ 
proval for rectangular and trapezoidal 
kapok buoyant cushions, U.S.C.G. Speci¬ 
fication Subpart 160.048, sizes and 
weights of kapok filling to be as per 
Table 160.048-4(c) (1) (i), manufactured 
by Style-Crafters, Inc., Box 3277, 

A, Greenville, South Carolina, for H. N. 
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NOTICES 


Gilman and Associates, Inc., 2010 Nicollet 
Avenue, Minneapolis 4, Minnesota, effec¬ 
tive November 1, 1962. (It is an exten¬ 
sion of Approval No. 160.048/104/0 dated 
November 1, 1957.) 

Approval No. 160.048/105/0. special 
approval 15” x 15” x 2” rectangular 
kapok buoyant cushions, 20-oz. kapok, 
U.S.C.G. Specification Subpart 160.048 
manufactured by Associated Plastics,’ 
Inc., 2315 E. Olympic Boulevard, Los 
Angeles 21, California, effective Novem¬ 
ber 1, 1962. (It is an extension of Ap¬ 
proval No. 160.048/105/0, dated Novem¬ 
ber 1, 1957.) 


BUOYANT CUSHIONS, UNICELLULAR PLASTIC 
FOAM 

' Note: Approved for use on motorboats of 
Classes A, 1, or 2 not carrying passengers for 
hire. 

Approval No. 160.049/16/0, group ap¬ 
proval for rectangular and trapezoidal 
unicellular plastic foam buoyant cush¬ 
ions, U.S.C.G. Specification Subpart 
160.049, sizes to be as per Table 160.049- 
4(c)(1), manufactured by Style-Craft- 
ers, Inc., Box 3277, Station A, Greenville, 
South Carolina, effective November 1, 
1962. (It is an extension of Approval 
No. 160.049/16/0 dated November 1 
1957.) 

BUOYANT VESTS, UNICELLULAR PLASTIC 
FOAM, ADULT AND CHILD 

Note: Approved for use on motorboats of 
Classes A. 1, or 2 not carrying passengers for 
hire. 

Approval No. 160.052/196/0, Type II, 
Model No. 85832, adult, unicellular plas¬ 
tic foam buoyant vest, with vinyl dip 
coating, Bulldog Marine Products, Inc., 
dwg. No. 1 dated June 25, 1962, Rev 2 
dated September 14, 1962, manufactured 
by Bulldog Marine Products, Inc., 5825 
S. Western Avenue, Chicago, Ill. (plant: 
Griffith, Indiana), for the Bowman 
Products Co., 850 East 72nd Street 
Cleveland 3, Ohio, effective October 25 
1962. 

Approval No. 160.052/197/0, Type II, 
Model 85831, child medium, unicellular 
plastic foam buoyant vest, with vinyl 
dip coating, Bulldog Marine Products, 
Inc., dwg. No. 2 dated June 25, 1962, Rev. 

2 dated September 14, 1962, manufac¬ 
tured by Bulldog Marine Products, Inc., 
5825 S. Western Avenue, Chicago, Ill. 
(plant. Griffith, Indiana), for the Bow¬ 
man Products Co., 850 East 72nd Street, 
Cleveland 3, Ohio, effective October 25 
1962. 

Approval No. 160.052/198/0, Type II, 
Model No. 85830, child small, unicellular 
plastic foam buoyant vest, with vinyl 
dip coating, Bulldog Marine Products 
Inc., dwg. No. 3 dated June 25, 1962, Rev’ 

2 dated September 14, 1962, manufac¬ 
tured by Bulldog Marine Products, Inc., 
5825 S. Western Ave., Chicago, Ill. 
(plant: Griffith, Indiana), for The Bow¬ 
man Products Co., 850 East 72nd Street, 
Cleveland 3, Ohio, effective October 25 
1962. 


Bulldog Marine Products, Inc., 5825 S 
Western Avenue, Chicago, Ill. (plant* 
Griffith, Indiana), for Drake Products, 
Greenville, Michigan, effective October 
25,1962. 

Approval No. 160.052/200/0, Type II 
Model No. D300, child small, unicellular 
plastic foam buoyant vest, with vinyl dip 
coating. Bulldog Marine Products, Inc., 
dwg. No. 3 dated June 25, 1962, Rev 2 
dated September 14, 1962, manufactured 
by Bulldog Marine Products, Inc., 5825 S 
Western Ave., Chicago, Ill. (plant: Grif¬ 
fith, Indiana), for Drake Products, 
Greenville, Michigan, effective October 
25, 1962. 

Approval No. 160.052/201/0, Type II, 
Model No. D200, child medium, uni¬ 
cellular plastic foam buoyant vest, with 
vinyl dip coating, Bulldog Marine Prod¬ 
ucts, Inc., dwg. No. 2 dated June 25, 1962, 
Rev. 2 dated September 14, 1962, manu¬ 
factured by Bulldog Marine Products, 
Inc., 5825 S. Western Ave., Chicago, Ill. 
(plant: Griffith, Indiana), for Drake 
Products, Greenville, Michigan, effec¬ 
tive October 25,1962. 

Approval No. 160.052/202/0, Type II, 
Model No. B 100, adult unicellular plastic 
foam buoyant vest, with vinyl dip coat¬ 
ing, Bulldog Marine Products, Inc. dwg 
No. 1, dated June 25, 1962, Rev. 2 dated 
September 14, 1962, manufactured by 
Bulldog Marine Products, Inc., 5825 S 
Western Ave., Chicago, Ill. (plant: Grif¬ 
fith, Indiana), for Burlington Mills, Inc., 
Burlington, Wisconsin, effective October 
25, 1962. 

Approval No. 160.052/203/0, Type II, 
Model No. B 200, child medium, uni¬ 
cellular plastic foam buoyant vest, with 
vinyl dip coating, Bulldog Marine Prod¬ 
ucts, Inc., dwg. No. 2 dated June 25, 1962, 
Rev. 2 dated September 14, 1962, manu¬ 
factured by Bulldog Marine Products, 
Inc., 5825 S. Western Ave., Chicago, Ill. 
(plant: Griffith, Indiana), for Burling¬ 
ton Mills, Inc., Burlington, Wisconsin 
effective October 25,1962. 

Approval No. 160.052/204/0, Type II, 
Model No. B 300, child small, unicellular 
plastic foam buoyant vest, with vinyl 
dip coating, Bulldog Marine Products, 
Inc., dwg. No. 3 dated June 25, 1962 Rev. 

2 dated September 14, 1962, manufac¬ 
tured by Bulldog Marine Products, Inc., 
5825 S. Western Ave., Chicago, Ill. 
(plant: Griffith, Indiana), for Burling¬ 
ton Mills, Inc., Burlington, Wisconsin 
effective October 25, 1962. 

TELEPHONE SYSTEMS, SOUND POWERED 


Approval No. 160.052/199/0, Type II, 
Model No. D100, adult, unicellular plastic 
foam buoyant vest, with vinyl dip coat¬ 
ing, Bulldog Marine Products, Inc., dwg. 
No. 1 dated June 25, 1962, Rev. 2 dated 
September 14, 1962, manufactured by 


Approval No. 161.005/51/0, sound- 
powered telephone station, selective ring¬ 
ing, common talking, 19 stations maxi¬ 
mum, bulkhead mounting, splash-proof, 
with internal hand generator bell, Model 
SW, dwg. No. 50, Alt. 0 dated April 1957, 
for use in locations not exposed to the 
weather and where a loud ringing bell is 
not necessary, manufactured by Hose- 
McCann Telephone Co., Inc., 25th Street 
and 3rd Avenue, Brooklyn 32, New York, 
effective November 1, 1962. (It is an ex¬ 
tension of Approval No. 161.005/51/0 
dated November 1, 1957.) 

Approval No. 161.005/52/0, sound- 
powered telephone station, selective 
ringing, common talking, 19 stations 
maximum, bulkhead mounting, splash- 


proof, with separately mounted 4" 

8 , or cow gong bell, Model a ’ 6 
51, Alt. 0 dated April 1957, for 
locations not exposed to the 
manufactured by Hose-McCann Tel? 
Phone Co., Inc., 25th Street and , , 
Avenue, Brooklyn 32, New York iff. 
tive November 1, 1962. (it is an’extenl 
sion of Approval No. 161.005/52 n I? i 
November 1, 1957.) dated 

Approval No. 161.005/53/0 sonni 
powered telephone station, selective Hnfj 
mg, common talking, 19 stations maxi' 
mum, bulkhead mounting, splashproof 
with separately mounted 4” 6” a'' 
cow gong bell, with relay to oper'ate ex 
ternally powered audible signal Mr,/ 
SER, dwg. No. 52, Alt. 0 dated 195 ? 
manufactured by Hose-McCann Tele 
Phone Co., Inc., 25th Street and Third 
Avenue Brooklyn 32, New York, effective 
November 1, 1962. (It is an extension If 
Approval No. 161.005/53/0 dated Novem 
her 1, 1957.) 

Approval No. 161.005/54/0, sound 
powered telephone station, selective ring 
mg, common talking, 19 stations maxi 
mum, desk type, nonwatertight, with in¬ 
ternal bell, Model SD, dwg, No 54 Alt 
0 dated April 1957, for use in officers’ 
quarters and radio room, manufactured 
by Hose-McCann Telephone Co., Inc, 
25th St. and 3rd Avenue, Brooklyn 32, 
New York, effective November 1 , 1962 
(It is an extension of Approval No! 
161.005/54/0 dated November 1 1957 ) 
Approval No. 161.005/55/0, sound- 
powered telephone station, selective ring¬ 
ing, common talking, 19 stations maxi¬ 
mum, bulkhead mounting, with at¬ 
tached 4" bell, Model SWT4, dwg. No. 55, 
Alt. 0 dated May 1957, manufactured by 
Hose-McCann Telephone Co., Inc., 25th 
Street and 3rd Avenue, Brooklyn 32, 
New York, effective November 1, 1962. 
(It is an extension of Approval No. 
161.005/55/0 dated November 1, 1957.) 

Approval No. 161.005/56/0, sound- 
powered telephone station, selective ring¬ 
ing, common talking, 19 stations maxi¬ 
mum, bulkhead mounting with separately 
mounted 6" or 8" bell, Model SWT, 
dwg. No. 56, Alt. 0 dated May 1957, manu¬ 
factured by Hose-McCann Telephone 
Co., Inc., 25th Street and 3rd Ave¬ 
nue, Brooklyn 32, New York, effective 
November 1, 1962. (It is an extension of 
Approval No. 161.005/56/0 dated Novem¬ 
ber 1, 1957.) 

Approval No. 161.005/57/0, sound- 
powered telephone station, selective 
ringing, common talking, 19 stations 
maximum, pedestal mounting, with 
attached 6" bell, Model SWTP, dwg. No. 
58, Alt. 0 dated May 1957, manufactured 
by Hose-McCann Telephone Co., Inc., 
25th Street and Third Avenue, Brooklyn 
32, New York, effective November 1,1962. 
(It is an extension of Approval No. 
161.005/57/0 dated November 1, 1957.) 

SAFETY VALVES (POWER BOILERS) 

Approval No. 162.001/183/0, Type 
1531-PI, consolidated drum pilot actua¬ 
tor pop safety valve, maximum pressure 
1,050 p.s.i., maximum temperature 1,000° 
F., dwg. No. 3VN953 dated August 13, 
1952, approved for IMj" and 2", bore di¬ 
ameter 1%", manufactured by Manning, 
Maxwell & Moore, Inc., Stratford, Con- 
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„«>ticut effective November 1,1962. (It 
^,n extension of Approval No. 162.001/ 
183/0 dated November 22, 1957.) 

Approval No. 162.001/184/1, Type 
1831 P2 consolidated drum pilot actuator 
inn safety valve, maximum pressure 725 
L P i maximum temperature 1,000'’ F., 
rtwe No 3VN953, Rev. 1 dated August 9, 
1057 approved for lYz” and 2” sizes, 
here' diameter l 7 /a", manufactured by 
Manning, Maxwell & Moore, Inc., Strat¬ 
ford Connecticut, effective November 1, 
1962 (It is an extension of Approval 
No. '162.001/184/1 dated November 1, 
1957 ) 

Approval No. 162.001/185/0, Type 
1531-U1, consolidated superheater un¬ 
loader safety valve, maximum pressure 
1 000 p.s.i., maximum temperature 1,000° 

P. dwg. No. 3VM953 dated September 4, 
1952 approved for 2" and 2 1 / 2 " sizes, 
bore diameter 1V 2 ", manufactured by 
Manning, Maxwell & Moore, Inc., Strat¬ 
ford, Connecticut, effective November 1, 
1962. (It is an extension of Approval 
No. 162.001/185/0 dated November 22, 
1957.) 

Approval No. 162.001/186/0, Type 
1531-U2, consolidated superheater un¬ 
loader safety valve, maximum pressure 
1,000 p.s.i., maximum temperature 1,000° 

P., dwg. No. 3VM953 dated September 4, 
1952, approved for 2" and 2 Mi" sizes, 
bore diameter 1%", manufactured by 
Manning. Maxwell & Moore, Inc., Strat¬ 
ford, Connecticut, effective November 1, 
1962. (It is an extension of Approval 
No. 162.001/186/0 dated November 22, 
1957.) 

Approval No. 162.001/187/0, Type 
1531-U3, consolidated superheater un¬ 
loader safety valve, maximum pressure 
600 p.s.i., maximum temperature 1,000° 
F., dwg. No. 3VM953 dated September 4, 
1952, approved for 2y 2 " size, bore diam¬ 
eter 1 manufactured by Manning, 
Maxwell & Moore, Inc., Stratford, Con¬ 
necticut, effective November 1, 1962. (It 
is an extension of Approval No. 162.001/ 
187/0 dated November 22, 1957.) 

Approval No. 162.001/188/0, Type 
1531-U4, consolidated superheater un¬ 
loader safety valve, maximum pressure 
600 p.s.i., maximum temperature 1,000° 
F., dwg. No. 3VM953 dated September 4, 
1952, approved for 2M>" size, bore diame¬ 
ter 2", manufactured by Manning, Max¬ 
well & Moore, Inc., Stratford, Connecti¬ 
cut, effective November 1, 1962. (It is 
an extension of Approval No. 162.001/ 
188/0 dated November 22, 1957.) 

RELIEF VALVES (HOT WATER HEATING 
BOILERS) 

Approval No. 162.013/13/0, Type No. 
2230CG, multiple relief valve assembly 
for hot water heating boilers, two (2) 
%-inch No. 230-30 relief valve mounted 
on common base, maximum set pressure 
30 p.s.i., combined relieving capacity, 
606,000 B.t.u. per hour, dwg. No. 2230CG 
assembly, dated September 16, 1952, 
base inlet size 1^-inch nominal pipe 
diameter, manufactured by McDonnell 
& Miller, Inc., 3500 North Spaulding 
Avenue, Chicago 18, Illinois, effective 
November 1, 1962. (It is an extension 
of Approval No. 162.013/13/0 dated No¬ 
vember 22, 1957.) 

Approval No. 162.013/14/0, Type No. 
3230CG, multiple relief valve assembly 
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for hot water heating boilers, three (3) 
3 A-inch No. 230-30 relief valves mounted 
on common base, maximum set pressure 
30 p.s.i., combined relieving capacity 
909,000 B.t.u. per hour, dwg. No. 3230CG 
assembly dated September 16, 1952, base 
inlet size l^-inch nominal pipe diam¬ 
eter, manufactured by McDonnell & 
Miller, Inc., 3500 North Spaulding Ave¬ 
nue, Chicago 18, Illinois, effective No¬ 
vember 1, 1962. (It is an extension of 
Approval No. 162.013/14/0 dated Novem¬ 
ber 1,1957.) 


Dated: December 19,1962. 


[seal] E. J. Roland, 

Admiral , 

U.S . Coast Guard Commandant . 

[F.R. Doc. 62-12874; Filed, Dec. 28, 1962; 
8:49 a.m.] 

DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 
ALASKA 

Small Tract Classification Order No. 
J-5, Amendment No. 1 

December 20,1962. 

1. Pursuant to the authority redele¬ 
gated to me from Bureau Order No. 684, 
dated August 28, 1961 (26 FR 6215) as 
amended, by the Alaska State Director 
in Section 2(c) of a memorandum dated 
December 1, 1961, and effective at 10:00 
a.m., January 19, 1963, paragraph one 
of Small Tract Classification Order No. 
j-5, Federal Register Document No. 61- 
3918, dated April 24, 1961, is hereby 
amended to delete the following de¬ 
scribed lands: 

T. 59 S., R. 79 E., C.R.M., 

Sec. 26: Lots 6 and 7 (formerly portions 
of Lots 1 and 2). 

Containing 12.26 acres. 

2. The lands, described above, have 
been withdrawn by PLO 2849 of Decem¬ 
ber 10^ 1962, and reserved for use by the 
Forest Service as an administrative site. 
Therefore, no lands will be opened to 
entry by the subject cancellation. 

Walter F. Holmes, 

Acting Chief , Division of 
Lands and Minerals Management . 

[FR. Doc. 62-12840; Filed, Dec. 28, 1962; 
8 :45 ajn.] 
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lands will, however, remain under the 
Forest Service, Department of Agricul¬ 
ture. Timber and other material re¬ 
sources, grazing resources, fish and wild¬ 
life resources, water resources, scenic, 
wilderness, recreational, and other 
values will remain unchanged. 

For a period of thirty days from the 
date of publication of this notice, all 
persons who wish to submit comments, 
suggestions, or objections in connection 
with the proposed withdrawal may pre¬ 
sent their view in writing to the under¬ 
signed officer of the Bureau of Land 
Management, Department of the Inte¬ 
rior, 3022 Federal Building, Phoenix 25, 
Arizona. 

If circumstances warrant it, a public 
hearing will be held at a convenient time 
and place, which will be announced. 

The determination of the Secretary on 
the application will be published in the 
Federal Register. A separate notice 
will be sent to each interested party of 
record. 

The lands involved in the application 
are: 

Gila and Salt River Base Meridian, Arizona 

T. 5 N., R. 7 E. (unsurveyed), 

Sec. 3, N y 2 . 

T. 6 N., R. 7 E. (unsurveyed) . 

Sec. 26, W V 2 . 

T. 2 N., R. 9 E. (unsurveyed), 

Sec. 5, SE&; 

Sec. 8, NE^; 

Sec. 15, N/ 2 . 

The area described above aggregates 
approximately 1,240 acres and is located 
within the Tonto National Forest. 


Dated: December 19,1962. 

Fred J. Weiler, 
State Director. 

[F.R. Doc. 62-12841; Filed, Dec. 28, 1962; 
8:46 ajn.] 


[Arizona 032165] 

ARIZONA 

Notice of Proposed Withdrawal and 
Reservation of Lands 

The Bureau of Reclamation, United 
States Department of the Interior, has 
filed an application, Serial Number 
Arizona 032165, for the withdrawal of 
the lands described below, from location, 
entry, or patenting under all public land 
laws (except the Act of June 17, 1902 (32 
Stat. 388)), subject to existing valid 
claims and existing withdrawals. 

The applicant desires the land for the 
operation, maintenance, and administra¬ 
tion of the areas surrounding reservoirs. 
This use will not result in contamination 
of any kind. The administration of the 


[Arizona 032166] 

ARIZONA 

Notice of Proposed Withdrawal and 
Reservation of Lands 

The General Services Administration, 
Washington, D.C., has filed an appli¬ 
cation, Serial Number Arizona 032166 
for the withdrawal of the lands de¬ 
scribed below from all forms of appro¬ 
priation under the public land, mining, 
mineral leasing, and grazing laws, sub¬ 
ject to existing classifications. 

The applicant desires the land for the 
construction of a Border Patrol Sector 
Headquarters for the Immigration and 
Naturalization Service, Department of 
Justice at Tucson, Arizona. Public Law 
87-741 appropirated funds for use by the 
General Services Administration in the 
Independent Offices Appropriation Act 
of 1963, for the acquisition of a site 
and design of the facility for the above 
purpose. 

For a period of thirty days from the 
date of publication of this notice, all per¬ 
sons who wish to submit comments, sug¬ 
gestions, or objections in connection 
with the proposed withdrawal may pre¬ 
sent their view in writing to the under¬ 
signed officer of the Bureau of Land 
Management, Department of the In- 
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terior 3022 Federal Building, Phoenix 
25, Arizona. 

If circumstances warrant it, a public 
hearing will be held at a convenient time 
and place, which will be announced. 

The determination of the Secretary on 
the application will be announced in the 
Federal Register. A separate notice will 
be sent to each interested party of 
record. 

The lands involved in the application 
are: 

Gila and Salt River Base Meridian, Arizona 
T. 14 S., R. 13 E., 

Sec. 27, SWi/ 4 SWi/ 4 SEi/ 4 SWi/ 4( S%S%NW% 
s w y 4 se y 4 sw y 4 , e y 2 e y 2 se y 4 se y 4 s w y 4 
SWy 4 , SE&SEftNEftSE&SW&SW^. 

The area described above contains ap¬ 
proximately 2.96 acres. 

Dated: December 19, 1962. 

Fred J. Weiler, 

State Director. 

IF.R. Doc. 62-12842; Filed, Dec. 28, 1962; 
8:46 a.m.] 


CALIFORNIA 

Notice of Amendment and Partial 
Termination of Proposed With¬ 
drawal and Reservation of Lands 

December 20, 1962. 

Notice of an application Serial Num¬ 
ber Sacramento 047049, for withdrawal 
and reservation of lands, was published 
as Federal Register Document No. 57- 
8314 on pages 8069 and 8070 of the issue 
for October 10, 1957. 

The applicant agency has added the 
following lands to the application: 
Mount Diablo Meridian, California 

STANISLAUS NATIONAL FOREST 

Administrative Site 
American Camp Addition 
T.3N„ R. 14 E., 

Sec. 25: NE l / 4 NE y 4 SW y 4 . 

Recreation Area 
Beardsley Reservoir 
T. 4 N., R. 18 E., 

Sec. 7: SW&SE^. 

Campgrounds 
Lake Alpine 

T. 7 N., R. 18 E., 

Sec. 8: SW&NE^. 

Lumsden 

T. 1 S., R. 18 E., 

Sec. 24: Ni/ 2 NE%SE%. 

Lost Claim 

T. 1 S., R. 19 E„ 

Sec. 30; &y 2 of west 20 acres of Lot 3 and 
west 20 acres of Lot 4. 

The afore-described areas aggregate 
approximately 140.00 acres of Federal 
land. 

For a period of 30 days from the date 
of publication of this notice, all persons 
who wish to submit comments, sugges¬ 
tions, or objections in connection with 
the lands added to the proposed with¬ 
drawal may present their views in writ¬ 
ing to the undersigned officer of the 
Bureau of Land Management, United 
States Department of the Interior, Room 


4201, U.S. Courthouse and Federal Build¬ 
ing, 650 Capitol Avenue, Sacramento 14, 
California. 

If circumstances warrant it, a public 
hearing will be held at a convenient time 
and place, which will be announced. 

The determination of the Secretary 
on the application will be published in 
the Federal Register. A separate notice 
will be sent to each interested party 
of record. 

The applicant agency has cancelled its 
application insofar as it involves the 
lands described hereinafter. Therefore, 
pursuant to the regulations contained in 
43 CFR, Part 295, such lands will be at 
10:00 a.m., on January 24, 1963 relieved 
of the segregative effect of the afore¬ 
mentioned application: 

Mount Diablo Meridian, California 

STANISLAUS NATIONAL FOREST 

Roadside Zone 

A strip of land 200 feet on each side of the 
center line of the Sonora Pass Highway 
Project 38-H, State of California Route 108 
through the following legal subdivisions: 
T.4N..R. 18 E., 

Sec. 17: NE^NW 1 ^; 

Sec. 20: SE&SEfc; 

Sec. 21: S%NW%; 

Sec. 29: NE l / 4 NE y 4 , Ey 2 NW y 4 NE y 4 , NE 14 

sw y 4 ne y 4 , sy 2 sw y 4 ne y 4 . /4 

Administrative Sites 
American Camp Addition: 

T. 3 N., R. 14 E., 

Sec. 25: NE%NE%SB%. 

Iceberg 

T. 7 N., R. 20 E., 

Sec. 26: SE % SW %, SE % SW >/ 4 s W %; 

Sec. 35: NW</ 4 NW>/ 4 NE >/ 4 , Ni/ 2 NEi/ 4 N W i/ 4 . 

Hog Ranch 

T. 1 S., R. 19 E., 

Sec. 2: Lots 8, 12, and 13. 


T.7N..R. 17 E., 
Sec 


Sand Flat 


Recreation Areas 
Beardsley Reservoir 
T.4N..R. 17 E., 

Sec. 1: E&, EfcSWfc, SW»/ 4 SWy 4 ; 

Sec. 2: SE&SE&; 

Sec. 11: NE 14 , E y 2 NW y 4 , NE 14 SWI 4 , SV 2 
sw y 4 , nw y 4 se y 4 ; 2 

Sec. 12 : NW&NE 14 , NW y 4 , SE%SW%. 

s w y 4 se y 4 ; 4 /4 

Sec. 13: S % NE ft, N ft N y 2 NW ft; 

Sec. 14: WftNWftNEft, SftNEft, NWft, 
SWft.NftSEft. 4 /4 ’ 

T. 4 N., R. 18 E., 

Sec. 6 : Lots 3, 4, 5, and 6 , EftSWft; 

Se &wy LOtS 1 ’ 2 ’ and 3 ’ E1/ ^ NW ^' NEft 

Donnells Reservoir 
T. 6 N., R. 18 E., 

Sec. 35: SEftNEft, EftSEft,NWftSEft; 

Sec. 36: Wy 2 NW»/ 4 , NWy 4 SWV 4 . 

T. 6 N., R. 19 E., 

Sec. 19: sw y 4 ne y 4 sw y 4 , se y 4 Nw y 4 sw 14 
NEftSWftSWft, NWftSEftswft. 

CheiTy Valley 

T. 2 N., R. 19 E., 

Sec. 20: NWft NEftSWft. 

Clear View 

T. 6 N., R. 19 E., 

Sec. 30: SEftNEft. 

Bennett Juniper 
T. 5 N., R. 20 E„ 

Sec. 7: NEft. 

Campgrounds 
Lumsden Bridge 

T. 1 S., R. 18 E., 

Sec. 17: SWftSWft. 


SC. 35: Si/ 2 SEi/ 4 NEi/ 4 , SEi/ 4 SW 14NE 1/ I 

SW1 /4NE>/ 4 SE./ 4 , 

Hells Half Acre 

T. 5 N„ R. 18 E., 

Sec. 31: NWy 4 NEy 4 . 

Lake Alpine 

T. 7 N., R. 18 E„ 

Sec. 8: Eft NEft. 

Disaster Creek 

T.7N..R. 20 E., 

Sec. 26: SWft SWftSWft; 

Sec. 27: SEftSEftSEft; 

Sec. 34: NE y 4 NE y 4 NE y 4 ; 

Sec. 35: NWy 4 NWy 4 NWy 4 . 

Walter E. Beck, 
Manager , Land Office, 
Sacramento. 

[F.R. Doc. 62-12843; Filed, Dec. 28, 1962 
8:46 a.m.] 


CALIFORNIA 

Notice of Partial Termination of Pro¬ 
posed Withdrawal and Reservation 
of Lands 

December 20,1962. 

Notice of an application, Serial No 
Sacramento 068087, for withdrawal and 
reservation of lands was published as 
Federal Register Document No. 62-12045 
on pages 12069 and 12070 of the issue for 
December 6, 1962. 

The applicant agency has cancelled 
its application insofar as it involved the 
lands described below. Therefore, pur¬ 
suant to the regulations contained in 43 
CFR, Part 295, such lands will be at 10 
a.m., on January 24, 1963 relieved of the 
segregative effect of the above-mentioned 
application : 

The lands terminated are: 

Mount Diablo Meridian 

TAHOE NATIONAL FOREST 

Roadside Zone Along U.S. Highway No. 40 

A strip of land from points 300 feet to the 
north of the centerline of the westbound lane 
to points 300 feet to the south of the center- 
line of the eastbound lane through the fol¬ 
lowing legal subdivisions: 

T. 17 N., R. 12 E., 

Sec. 24: NftNft; 

Sec. 27: NftNWft; 

Sec. 28: SWft NWft. 

T. 17 N., R. 13 E., 

Sec. 25: NftNft; 

Sec. 27: S y 2 NEft; 

Sec. 28: NEftNEft, S y 2 NE y 4 , SWft, NW>/ 4 
SE y 4 ; 

Sec. 30: NW y 4 NE y 4 , NE^NW l / 4 . 

T. 17N..R. 14 E., 

Sec. 22: SEftNWft.. 

T. 17 N., R. 16 E., 

Sec. 11: NEftNEft, SftNEft, SEftNWft, 
NftSEft, SW%SE%, 

ni/ 2 se y 4 , sw y 4 se y 4 ; 

Sec. 15: NE^NW^. 

T. 18N..R. 17 E. f 
Sec. 35: SWy 4 NEy 4 NWy 4 . 

Roadside Zone Along U.S. Highway No. 89 

A strip of land 200 feet on each side of the 
centerline of California State Highway No. 
89, through the following legal subdivisions: 

T. 15N..R. 16E., 
sec. 2 : Nwy 4 swy 4 ,sy 2 swy 4 ; 

Sec. 3: Ey 2 Lot 1, Lot 2, NE%SE% ; 

Sec. 11: Ni/ 2 Ni/ 2 ,Si/ 2 NE 
Sec. 12: sy 2 NEy4; 
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aturday, December 29, 1962 


Sec. 24; NTS l / 4 NTS y 4 , 

Sec. 25: Lot 4. 
ifiN.,R* 16 E., 

Sec. 4: Ei/ 2 Lot 1 of NW>/ 4 , E% Lot 2 of 
nw 1 / 4 ,e i /2SW 1 /4; 

Sec. 21: W&NE%; 

Sec.27:NWy 4 NWy 4 ; 

Sec. 28: E^jE 1 /^ 

Sec 33: NE^NE^; 

sec. 34 : w*4 w*/ 2 wy 2 Nwy 4 , nwi/ 4 nwi / 4 


swy 4 . 

T 17N..R. 16 E., 

Sec. 11: NEy 4 NW*4: 

Sec.21: Wy 2 SEy 4 . 

T 18N..R- 16 E., 

Sec- 4: Lots 1 and 2 of NWy 4 , NEy 4 SWy 4 , 

wy 2 sEy 4 ; 

Sec. 9: NEV 4 , Ey 2 SEy 4 ; 

sec. 15: wy 2 Nwy 4 . Ny 2 swy 4 ,SEi/ 4 swy 4 ; 

Sec. 16: E^NE^; 

Sec. 22: Ey 2 NWy 4 . Wy 2 SE^, SE^SEy 4 ; 

Sec. 27: Ey 2 . 

T. 19 N., R. 15 E., 

Sec. 3: Lots 1, 2, 3, 4. SE^NE^; 

Sec. 11: wy 2 NEy 4 .sEy 4 swy 4 ,swy 4 SEi/ 4 ; 
sec. 12: SWy 4 SWy 4 ; 

Sec. 13: NE % SE l / 4 . 

T 19 N., R. 16 E., 

Sec. 18: Lot 1 of SW'/ 4 , Ny 2 Lot 2 of SW y 4 , 

swy 4 sEy 4 ; 

Sec. 19: Ny 2 NEy 4 , SEy 4 NEy 4 ; 
sec.20: swy 4 Nwy 4 . wy 2 swy 4 ; 
sec. 29: wy 2 Nwy 4 ; 

sec. 32: swy 4 NEy 4 ,NEy 4 Nwy 4 , Nwy 4 swy 4 , 

NVzSE^.SE^SE^; 

Sec. 33: W^SW 1 ^. 


T. 20 N..R. 15 E., 

Sec. 19 : sy 2 Lot 1 or SW V 4 ; 
sec. 29 : swy 4 NEy 4 , sy 2 Nwy 4 , Ny 2 sy 2 , sei/ 4 
sEy 4 ; 

Sec. 30: SWy 4 NE(4, NE^NW^. 

T. 21 N.,R. 13 E., 

Sec. 13: Sy 2 NWiA; 

Sec. 14: NE^NE^, Sy 2 NEy 4 . 

T.21N..R. 14 E., 

Sec. 7 : Lot 4, SE y 4 SW y 4 , SW y 4 SE y 4 ; 

Sec. 17: Sy 2 NWy 4 , NE^SW^; 

Sec. 18: N 1 /, NE %, SEy* NE y 4 ; 

Sec. 29: NWy 4 NE^, Wy 2 SEy 4 . 


Roadside Zone Along California State 
Highway No. 20 

A strip of land 200 feet on each side of the 
centerline of California State Highway No. 
20 through the following legal subdivisions: 


T. 17N..R.9E., 

Sec. 36: NE^NWV4. SWy 4 NWy 4 . 

T.17N.,R. 10 E., 

Sec.22: S^SW^, Ny 2 SEy 4 , SWy 4 SE^; 

Sec. 23: SW%, SWy 4 SE*4; 

Sec. 24: SE&SE^; 

Sec. 25: Ny 2 Ny 2 . 

T, 17 N., R. 11 E„ 

Sec. 19; Lot 4, SEV^SW^; 

Sec. 21 : sEy 4 sw y 4 . w y a se y 4 , se y 4 se y 4 ; 

Sec. 26: wy 2 NWV4, Swy 4 ; 

Sec. 27: Ny 2 NEy 4 . SE^NE^, Ey 2 SE y 4 ; 

Sec. 28: Ny 2 NW^, SWpwy 4 ; 
sec. 29: se^ne^, sy 2 Nwy 4 , Ny 2 sy 2 ; 

Sec. 30: Wy 2 NEi,4. SEV 4 NE^, NE^SE%. 

T. 17N..R. 12 E., 

Sec.21: Sy 2 SEV4; 

Sec.22: SW&SW^; 

Sec. 28: SWy 4 NW* 4 . 

Roadside Zone Along Forest Highway No. 24 
(Goldlake) 

A strip of land 200 feet on each side of the 
centerline of Forest Highway No. 24 (Gold- 
lake) through the following legal subdivi¬ 
sions: 

T - 20 N., R. 12 E., 

Sec. 3: Wy 2 SEy 4 . 

No. 251—Pt. I-15 


T. 21 N..R. 12 E, 

Sec. 15: Those portions of Lots 38, 40 and 
41 inSy 2 SWi4; 

Sec. 22: NWy 4 SWy 4 . 

Walter E. Beck, 
Manager, Land Office, 

Sacramento. 

[F.R. Doc. 62-12844; Filed, Dec. 28, 1962; 
8:46 a.m.l 


[Classification Order No. C4-19] 

CALIFORNIA 

Small Tract Classification Without 
Opening 

1. Pursuant to the authority delegated 
to me by the California State Director, 
Bureau of Land Management, under 
Part I, Redelegation of Authority, dated 
March 27, 1962, (27 F.R. 3297), I hereby 
classify under the Small Tract Act of 
June 1, 1938, (52 Stat. 609, 43 U.S.C. 
682a), as amended, the public land in 
Alpine County, California, described as 
follows: 

Mount Diablo Meridian 
T. 10 N.,R. 20 E., 

sec. 17 , Ey»Nw i /4, wy 2 NE‘/ 4 , NEy 4 swy 4 , 
NW14SE1/4. 

Containing 240.00 acres. 

2. Classification of the above de¬ 
scribed lands by this order segregates 
them from all appropriations, including 
locations under the mining laws, except 
as to applications under the mineral 
leasing laws. 

3. The lands are located about 2 miles 
north of Markleeville, Alpine County, at 
an elevation of about 6,200 feet. The 
lands are gently sloping to level with 
scattered stands of Ponderosa and Jef¬ 
fery Pine and brush. 

4. The lands classified by this order 
shall not become subject to application 
under the Small Tract Act of June 1, 
1938 (52 Stat. 609; 43 U.S.C. 682a) as 
amended until it is so provided by an 
order to be issued by an authorized of¬ 
ficer and a small tract sale of the above 
described lands will be by public auction 
and shall not be subject to any prefer¬ 
ence rights. 

Glen R. Carte, 

Acting District Manager, Bu¬ 
reau of Land Management, 
Sacramento 14, California. 

[F.R. Doc. 62-12845; Filed, Dec. 28, 1962; 

8:46 a.m.] 


IDAHO 

Notice of Partial Termination of Pro¬ 
posed Withdrawal and Reservation 
of Lands 

Notice of an application Serial No. 
Idaho 05278 for withdrawal and reser¬ 
vation of lands was published as Fed¬ 
eral Register Document No. 58-5832 on 
page 5794 of the issue for July 31, 1958. 
The applicant agency has canceled its 
application only insofar as it involved 
the lands described below. Therefore, 


pursuant to the regulations contained in 
43 CFR, Part 295, such lands will be at 
10:00 a.m. on January 5, 1963 relieved 
of the segregative effect of the above- 
mentioned application. 

The lands involved in this notice of 
termination are: 

Boise Meridian, Idaho 
Big Meadows Administrative Site 

T. 11 N., R. 8 E., 

Sec. 15: SWy 4 . 

Containing 160 acres. 

South Fork of Payette River (No. 24) Forest 
Highway Roadside Zone 

A strip of land 200 feet on each side of 
the centerline of Forest Highway No. 24 
through the following subdivisions: 

T. 9 N„ R. 6 E., 

Sec. 32: Lot 8; 

Sec. 33: Lots 4 and 5. 

Containing 4 acres, more or less. 

Scott Mountain-Deadwood (No. 762) Forest 
Development Road Roadside Zone 

A strip of land 200 feet on each side of the 
centerline of Forest Development Road No. 
762 through the following subdivisions: 

T. 9 N., R. 6 E., 

Sec. 28: Wy 2 SE^; 

Sec. 33: Lot 4, Ey 2 NWy 4 . 

Containing 5 acres, more or less. 

The areas described aggregate 169 
acres, more or less. 

Michael T. Solan, 

Land Office Manager. 

[F.R. Doc. 62-12846; Filed, Dec. 28, 1962; ^ 
8:47 a.m.] . * 


ALASKA 

Notice of Proposed Withdrawal and 
Reservation of Lands 

Correction 

In F.R. Document 62-12634 appearing 
in the issue for Saturday, December 22, 
1962, at page 12731, the second line of 
the land description for “Harding Lake 
Area” should read as follows: 

Section 12: Ny 2 NWy 4 SW y 4 . 


NEVADA 

Notice of Filing of Plats of Survey and 
Order Providing for Opening of 
Lands 

Correction 

In F.R. Doc. 62-11933, appearing at 
page 11974 of the issue for Tuesday, 
December 4, 1962, the date in the fourth 
line of the first paragraph should read 
“December 24, 1962” instead of “Novem¬ 
ber 24, 1962”. 


PACIFIC COAST OUTER CONTINENTAL 
SHELF OFFICE 

Opening 

December 26, 1962. 
Notice is hereby given that the Bureau 
of Land Management will open and 
maintain a Pacific Coast Outer Conti- 
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nental Shelf Office at Los Angeles as of 
January 2, 1963. The office will be lo¬ 
cated at 215 West Seventh Street, Rooms 
1130-1132. Pursuant to the authority 
and within the limitations contained in 
Order No. 575 of the Bureau of Land 
Management, as amended (27 F.R. 
12276), the Manager, Pacific Coast Outer 
Continental Shelf Office will be author¬ 
ized to perform, within his geographical 
area of responsibility and in accordance 
with the existing policies, regulations, 
and procedures of the Bureau of Land 
Management, such duties as pertain to 
mineral leasing and related activities in¬ 
volving the Outer Continental Shelf. 

Karl S. Landstrom, 

' Director . 

[FJR. Doc. 62-12888; Filed, Dec. 28, 1962; 

8:50 a.m.] 


DEPARTMENT OF AGRICULTURE 

Agricultural Marketing Service 
NECTARINES GROWN IN CALIFORNIA 

Order Directing That a Referendum 
Be Conducted; Designation of Ref¬ 
erendum Agents To Conduct Such 
Referendum; and Determination of 
Representative Period 

Pursuant to the applicable provisions 
of Marketing Agreement No. 124 and 
Order No. 916 (7 CFR Part 916), and the 
applicable provisions of the Agricultural 
Marketing Agreement Act of 1937, as 
amended (Secs. 1-19, 48 Stat. 31, as 
amended; 7 U.S.C. 601-674), it is hereby 
directed that a referendum be conducted 
within the 2-month period of December 
1962 and January 1963, among the 
growers who, during the current market¬ 
ing season beginning on May 1, 1962 
(which period is hereby determined to be 
a representative period for the purposes 
of such referendum), were engaged, in 
the State of California, in the production 
of nectarines for market to determine 
whether such growers favor the termina¬ 
tion of the said marketing agreement 
and order. W. B. Blackburn and G. P. 
Muck, of the Fruit and Vegetable Di¬ 
vision, Agricultural Marketing Service, 
United States Department of Agricul¬ 
ture, are hereby designated as agents of 
the Secretary of Agriculture to perform, 
jointly or severally, the following func¬ 
tions in connection with the referendum: 

(a) Conduct said referendum in the 
manner herein precribed: 
i (1) By determining the time of com¬ 
mencement and termination of the 
period of the referendum, and by giving 
opportunity to each of the aforesaid 
growers to cast his ballot, in the manner 
herein authorized, relative to the afore¬ 
said termination of the marketing agree¬ 
ment and order, on a copy of the 
appropriate ballot form. A cooperative 
association of such growers bona fide 
engaged in marketing fresh nectarines 
grown in California, or in rendering 
services for or advancing the interests of 
the growers of such nectarines, may vote 
for the growers who are members of, 
stockholders in, or under contract with, 


such cooperative association (such vote 
to be cast on a copy of the appropriate 
ballot form); and the vote of such co¬ 
operative association shall be considered 
as the vote of such growers. 

(2) By giving public notice, as pre¬ 
scribed in (a) (3) hereof, (i) of the time 
during which the referendum will be 
conducted, (ii) that any ballot may be 
cast by mail, and (iii) that all ballots so 
cast must be addressed to the Sacra¬ 
mento Marketing Field Office, Fruit and 
Vegetable Division, Room 8518, 650 
Capitol Avenue, Sacramento 14, Cali¬ 
fornia, and the time prior to which such 
ballots must be received at such office. 

(3) By giving public notice (i) by uti¬ 
lizing available agencies of public in¬ 
formation (without advertising expense), 
including both press and radio facilities 
in the State of California; (ii) by mail¬ 
ing a notice thereof (including a copy of 
the appropriate ballot form) to each 
such cooperative association and to each 
grower whose name and address are 
known; and (iii) by such other means 
as said referendum agents may deem 
advisable. 

(4) By conducting meetings of grow¬ 
ers and arranging for balloting at the 
meeting places, if said referendum 
agents determine that voting shall be at 
meetings. At each such meeting, ballot¬ 
ing shall continue until all of the grow¬ 
ers who are present, and who desire to 
do so, have had an opportunity to vote. 
Any grower may cast his ballot at any 
such meeting in lieu of voting by mail. 

(5) By giving ballots to growers at 
the meeting, and receiving any ballots 
when they are cast. 

(6) By securing the name and address 
of each person casting a ballot, and in¬ 
quiring into the eligibility of such per¬ 
son to vote in the referendum. 

(7) By giving public notice of the time 
and place of each meeting authorized 
hereunder by posting a notice thereof, 
at least two days in advance of each 
such meeting place, and in two or more 
public places within the applicable area; 
and, so far as may be practicable, by 
giving additional notice in the manner 
prescribed in paragraph (a) (3) hereof. 

(8) By appointing any persons deemed 
necessary or desirable, to assist the said 
referendum agents in performing their 
duties hereunder. Each such person so 
appointed shall serve without compensa¬ 
tion and may be authorized, by the said 
referendum agents to perform any or all 
of the functions set forth in paragraphs 
(a) (5), (6), (7), and (8) hereof (which, 
in the absence of such appointment of 
subagents, shall be performed by said 
referendum agents) in accordance with 
the requirements herein set forth; and 
shall forward to the Sacramento Market¬ 
ing Field Office, Fruit and Vegetable Di¬ 
vision, Room 8518, 650 Capitol Avenue, 
Sacramento 14, California, immediately 
after the close of the referendum, the 
following: 

(i) A register containing the name 
and address of each grower to whom 
a ballot form was given; 

(ii) A register containing the name 
and address of each grower from whom 
an executed ballot was received; 


! mailJ 


(iii) All of the ballots received bv hJ 
respective referendum agent in connec 
tion with the referendum, together^ 
a certificate to the effect that the bark 
forwarded are all of the ballots cast 1 
which were received by the respectS 
agent during the referendum period 

(iv) A statement showing when m 
where each notice of referendum post 
by said agent was posted and if ti 
notice was mailed to growers, the d 
ing list showing the names and address 
to which the notice was mailed and t 
time of such mailing; and 

(v) A detailed statement reciting 

method used in giving publicity to suri 
referendum. uc 

(b) Upon receipt by the said Sacra 
mento Marketing Field Office of all bal 
lots cast in accordance with the pro 
visions hereof, W. B. Blackburn, or 
P. Muck, shall: (i) canvass the ball 
and prepare and submit to the Secrete 
a detailed report covering the results 
the referendum, the manner in whici 
the referendum was conducted, the ex-i 
tent and kind of public notice given, and 
all other information pertinent to thi 
full analysis of the referendum and itsi 
results; and (ii) forward such report 
together with the ballots and other in¬ 
formation and data, to the Fruit and 
Vegetable Division, Agricultural Market¬ 
ing Service, United States Department 
of Agriculture, Washington 25, D.C. 

(c) Each referendum agent and ap¬ 
pointees pursuant hereto shall not re¬ 
fuse to accept a ballot submitted or cast; 
but should they, or any of them, deem 
that a ballot should be challenged for 
any reason, or if such ballot is challenged 
by any other person, said agent or ap¬ 
pointee shall endorse above his signa¬ 
ture, on the back of said ballot, a state¬ 
ment that such ballot was challenged, 
by whom challenged, and the reasons 
therefor, and the number of such chal¬ 
lenged ballots shall be stated when they 
are forwarded as provided herein. 

(d) All ballots shall be treated as con¬ 
fidential. 

The Director of the Fruit and Veg¬ 
etable Division, Agricultural Marketing 
Service, United States Department of 
Agriculture, is hereby authorized to pre¬ 
scribed additional instructions, not in¬ 
consistent with the provisions hereof, to 
govern the procedure to be followed by 
the said referendum agents and ap¬ 
pointees in conducting said referendum. 

Copies of the text of the aforesaid 
marketing agreement and order, and of 
this order, may be examined in the Office 
of the Director, Fruit and Vegetable Di¬ 
vision, Agricultural Marketing Service, 
Washington 25, D.C., at the offices of the 
Field Representatives, Fruit and Veg¬ 
etable Division, Agricultural Marketing 
Service, Room 8518, 650 Capitol Avenue, 
Sacramento 14, California, or at the 
office of the Nectarine Administrative 
Committee, 701 Fulton Avenue, Sacra¬ 
mento 25, California. 

Ballots to be cast in the referendum, 
and other necessary forms and instruc¬ 
tions, may be obtained at said offices of 
the Field Representatives, or from any 
referendum agent or any appointee 
hereunder. 





Saturday, December 29, 1962 

(Secs. 1-19. 48 stat - 31 ' M amended; 7 U.S.C. 

601-674) 

pated: December 20, 1962. 

John P. Duncan, Jr., 
Assistant Secretary. 

, VR doc 62-12864; Piled, Dec. 28, 1962; 
8:47 a.m.] 


FRESH BARTLETT PEARS, PLUMS, AND 
ELBERTA PEACHES GROWN IN 

CALIFORNIA 

Order Directing That a Referendum 
Be Conducted; Designation of Ref¬ 
erendum Agents To Conduct Such 
Referendum; and Determination of 
Representative Period 

Pursuant to the applicable provisions 
of Marketing Agreement No. 85, as 
amended, and Order No. 917, as amend¬ 
ed (7 CFR Part 917), and the ap¬ 
plicable provisions of the Agricultural 
Marketing Agreement Act of 1937, as 
amended (Secs. 1-19, 48 Stat. 31, as 
amended; 7 U.S.C. 601-674), it is hereby 
directed that a referendum be conducted 
within the 2-month period of December 
1962 and January 1963, among the pro¬ 
ducers who, during the current market¬ 
ing season beginning on March 1, 1962 
(which period is hereby determined to 
be a representative period for the pur¬ 
poses of such referendum), were engaged, 
in the State of California, in the produc¬ 
tion of fruit covered by the said amended 
marketing agreement and order (as the 
term “Fruit" is therein defined) for ship¬ 
ment in fresh form to determine whether 
the producers of a particular fruit favor 
the termination of the said amended 
marketing agreement and order as to 
such fruit. W. B. Blackburn, and G. P. 
Muck, of the Fruit and Vegetable Divi¬ 
sion, Agricultural Marketing Service, 
United States Department of Agriculture, 
are hereby designated as agents of the 
Secretary of Agriculture to perform, 
jointly or severally, the following func¬ 
tions in connection with the referendum: 

(a) Conduct said referendum in the 
manner herein prescribed: 

(1) By determining the time of com¬ 
mencement and termination of the peri¬ 
od of the referendum, and by giving 
opportunity to each of the aforesaid 
producers to cast his ballot, in the man¬ 
ner herein authorized, relative to the 
aforesaid termination of the amended 
marketing agreement and order, on a 
copy of the appropriate ballot form. A 
cooperative association of such pro¬ 
ducers, bona fide engaged in marketing 
any such fruit or in rendering services 
for or advancing the interests of the 
producers of such fruits, may vote for 
the producers who are members of, 
stockholders in, or under contract with, 
such cooperative association (such vote 
to be cast on'a copy of the appropriate 
ballot form) ; and the vote of such co¬ 
operative association shall be considered 
as the vote of such producers. 

(2) By giving public notice, as pre¬ 
scribed in (a) (3) hereof, (i) of the time 
during which the referendum will be con¬ 
ducted, (ii) that any ballot may be cast 
by mail, and (iii) that all ballots so cast 
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must be addressed to the Sacramento 
Marketing Field Office, Fruit and Vegeta¬ 
ble Division, Room 8518, 650 Capitol 
Avenue, Sacramento 14, California, and 
the time prior to which such ballots must 
be received at such office. 

(3) By giving public notice (i) by 
utilizing available agencies of public in¬ 
formation (without advertising ex¬ 
pense), including both press and radio 
facilities in the State of California; (ii) 
by mailing a notice thereof (including a 
copy of the appropriate ballot form) to 
each such cooperative association and 
to each producer whose name and ad¬ 
dress are known; and (iii) by such other 
means as said referendum agent may 
deem advisable. 

(4) By conducting meetings of pro¬ 
ducers and arranging for balloting at the 
meeting places, if said referendum agents 
determine that voting shall be at meet¬ 
ings. At each such meeting, balloting 
shall continue until all of the producers 
who are present, and who desire to do 
so, have had an opportunity to vote. Any 
producer may cast his ballot at any such 
meeting in lieu of voting by mail. 

(5) By giving ballots to producers at 
the meeting, and receiving any ballots 
when they are cast. 

(6) By securing the name and address 
of each person casting a ballot, and in¬ 
quiring into the eligibility of such person 
to vote in the referendum. 

(7) By giving public notice of the time 
and place of each meeting authorized 
hereunder by posting a notice thereof, 
at least two days in advance of each such 
meeting, at each such meeting place, and 
in two or more public places within the 
applicable area; and, so far as may be 
practicable, by giving additional notice 
in the manner prescribed in paragraph 
(a) (3) hereof. 

(8) By appointing any persons deemed 
necessary or desirable, to assist the said 
referendum agents in performing their 
duties hereunder. Each such person so 
appointed shall serve without compensa¬ 
tion and may be authorized, by the said 
referendum agents to perform any or all 
of the functions set forth in paragraphs 
(a) (5), (6), (7), and (8) hereof (which, 
in the absence of such appointment of 
subagents, shall be performed by said 
referendum agents) in accordance with 
the requirements herein set forth; and 
shall forward to the Sacramento Market¬ 
ing Field Office, Fruit and Vegetable Di¬ 
vision, Room 8518, 650 Capitol Avenue, 
Sacramento 14, California, immediately 
after the close of the referendum, the 
following: 

(i) A register containing the name 
and address of each producer to whom 
a ballot form was given; 

(ii) * A register containing the name 
and address of each producer from whom 
an executed ballot was received; 

(iii) All of the ballots received by the 
respective referendum agents in connec¬ 
tion with the referendum, together with 
a certificate to the effect that the ballots 
forwarded are all of the ballots cast and 
which were received by the respective 
agents during the referendum period; 

(iv) A statement showing when and 
where each notice of referendum posted 
by said agent was posted and, if the no- 
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tice was mailed to producers, the mail¬ 
ing list showing the names and addresses 
to which the notice was mailed and the 
time of such mailing; and 

(v) A detailed statement reciting the 
method used in giving publicity to such 
referendum. 

(b) Upon receipt by the said Sacra¬ 
mento Marketing Field Office of all bal¬ 
lots cast in accordance with the provi¬ 
sions hereof, W. B. Blackburn, or G. P. 
Muck, shall: (i) canvass the ballots and 
prepare and submit to the Secretary a 
detailed report covering the results of 
the referendum, the manner in which 
the referendum was conducted, the ex¬ 
tent and kind of public notice given, 
and all other information pertinent to 
the full analysis of the referendum and 
its results; and (ii) forward such re¬ 
port, together with the ballots and other 
information and data, to the Fruit and 
Vegetable Division, Agricultural Mar¬ 
keting Service, United States Depart¬ 
ment of Agriculture, Washington 25, 
D.C. 

(c) Each referendum agent and ap¬ 
pointees pursuant thereto shall not re¬ 
fuse to accept a ballot submitted or cast; 
but should they, or any of them, deem 
that a ballot should be challenged for 
any reason, or if such ballot is chal¬ 
lenged by any other person, said agent 
or appointee shall endorse his signature, 
on the back of said ballot, a statement 
that such ballot was challenged, by 
whom challenged, and the reasons there¬ 
for; and the number of such challenged 
ballots shall be stated when they are 
forwarded as provided herein. 

(d) All ballots shall be treated as con¬ 
fidential. 

The Director of the Fruit and Vege¬ 
table Division, Agricultural Marketing 
Service, United States Department of 
Agriculture, is hereby authorized to pre¬ 
scribe additional instructions, not incon¬ 
sistent with the provisions hereof, to gov¬ 
ern the procedure to be followed by the 
said referendum agents and appointees 
in conducting said referendum. 

Copies of the text of the aforesaid 
amended marketing agreement and or¬ 
der, and of this order, may be examined 
in the Office of the Director, Fruit and 
Vegetable Division, Agricultural Mar¬ 
keting Service, United States Depart¬ 
ment of Agriculture, Washington 25, 
D.C., at the offices of the Field Repre¬ 
sentatives, Fruit and Vegetable Division, 
Agricultural Marketing Service, Room 
8518, 650 Capitol Avenue, Sacramento 
14, California, or at the office of the 
California Tree Fruit Agreement, 701 
Fulton Avenue, Sacramento 25, Cali¬ 
fornia. 

Ballots to be cast in the referendum, 
and other necessary forms and instruc¬ 
tions, may be obtained at said offices of 
the Field Representatives, or from any 
referendum agent or any appointee here¬ 
under. 

(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C. 
601-674) 

Dated: December 20. 1962. 

John P. Duncan, Jr., 
Assistant Secretary 

[F.R. Doc. 62-12857; Piled, Dec. 28, 1962; 

8:47 a.m.] 
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NOTICES 


Office of the Secretary 
FLORIDA 

Designation of Areas for Emergency 
Loans 

For the purpose of making emergency 
loans pursuant to section 321 of Public 
Law 87-128 (7 U.S.C. 1961) it has been 
determined that in the hereinafter- 
named counties in the State of Florida, 
a natural disaster has caused a need for 
agricultural credit not readily available 


from commercial 

banks, cooperative 

lending agencies, 
sources. 

or other responsible 

Florida 

Brevard. 

Manatee. 

Broward. 

Marion. 

Charlotte. 

Martin. 

Citrus. 

Okeechobee. 

Collier. 

Orange. 

Dade. 

Osceola. 

De Soto. 

Palm Beach. 

Flagler. 

Pasco. 

Glades. 

Pinellas. 

Hardee. 

Polk. 

Hendry. 

Putnam. 

Hernando. 

Saint Johns. 

Highlands. 

Saint Lucie. 

Hillsborough. 

Sarasota. 

Indian River. 

Seminole. 

Lake. 

Sumter. 

Lee. 

Volusia. 


Pursuant to the authority set forth 
above, emergency loans will not be made 
in the above-named counties after De¬ 
cember 31, 1963, except to applicants 
who previously received emergency or 
special livestock loan assistance and who 
can qualify under established policies 
and procedures. 

Done at Washington, D.C., this 21st 
day of December 1962. 

Orville L. Freeman, 
Secretary. 

[F.R. Doc. 62-12863; Filed, Dec. 28, 1962; 

8:48 ajn.] 


DELEGATION OF AUTHORITY AND 
ASSIGNMENT OF FUNCTIONS 

Miscellaneous Amendment 

Pursuant to the authority contained 
in R.S. 161 (5 U.S.C. 22) and Reorgani- 
zatioq Plan No. 2 of 1953, the Secretary's 
Order dated December 24, 1953 (19 F.R. 
74), as amended, is further amended as 
follows: 

Section 800 is amended as follows: 

Subsection e is amended to read as 
follows: 

e. Marketing Agreement and order 
programs for all commodities as author¬ 
ized under section 8c of the Agricultural 
Adjustment Act (of 1933), as amended 
and reenacted by the Agricultural Mar¬ 
keting Agreement Act of 1937, as amend¬ 
ed (7 U.S.C. 608c). The functions under 
section 8e of the Agricultural Adjustment 
Act (of 1933), as amended and reen¬ 
acted by the Agricultural Marketing 
Agreement Act of 1937, as amended (7 
U.S.C. 608e-l). 

Done at Washington, D.C., December 
21, 1962. 

Orville L. Freeman, 
Secretary. 

IFJR. Doc. 62-12882; Filed, Dec. 28, 1962; 

8:49 a.m.] 


MINNESOTA 

Designation of Area for Emergency 
Loans 

For the purpose of making emergency 
loans pursuant to section 321 of Public 
Law 87-128 (7 U.S.C. 1961) it has been 
determined that in Swift County, Minne¬ 
sota, natural disasters have caused a 
need for agricultural credit not readily 
available from commercial banks, co¬ 
operative lending agencies, or other 
responsible sources. 

Pursuant to the authority set forth 
above, emergency loans will not be made 
in the above-named county after June 
30, 1963, except to applicants who previ¬ 
ously received emergency or special 
livestock loan assistance and who can 
qualify under established policies and 
procedures. 

Done at Washington, D.C., this 26th 
day of December 1962. 

Orville L. Freeman, 
Secretary. 

[F.R. Doc. 62-12883; Filed, Dec. 28, 1962 

8:49 a.m.] 

CIVIL AERONAUTICS BOARD 

[Docket 13367] 

CALEDONIAN AIRWAYS (PRESTWICK) 
LTD. 

Notice of Oral Argument 

Notice is hereby given, pursuant to 
the provisions of the Federal Aviation 
Act of 1958, as amended, that oral argu¬ 
ment in the above-entitled proceeding 
is assigned to be held on January 16, 
1963, at 10:00 a.m., e.s.t., in Room 1027,’ 
Universal Building, Connecticut and 
Florida Avenues NW., Washington, D.C., 
before the Board. 

Dated at Washington, D.C., December 
26,1962. 

[seal] Francis W. Brown, 

Chief Examiner. 

[F.R. Doc. 62-12887; Filed, Dec. 28, 1962; 

8:50 ajn.] 


[Docket 14106] 

BRAKE DELIVERY SERVICE ET AL. 

Order Approving Control and 
Interlocking Relationships 

Notice is hereby given, pursuant to the 
statutory requirements of section 408(b), 
that the undersigned intends to issue the 
attached order under delegated author¬ 
ity. Interested persons are hereby 
afforded a period of fifteen days from 
date of service within which to file 
comments or request a hearing with 
respect to the action proposed in the 
order. 

Dated at Washington, D.C., December 
21, 1962. 

[seal] j. w. Rosenthal, 

Chief , Routes and Agreements 
Division , Bureau of Economic 
Regulation . 


Issued under delegated authority 
In the matter of the joint aDnW- 
of Brake Delivery Service, ChSftS? 
Enterprises, Inc., d/b/a MeteTW? 
Service, Harold M. Brake, Duff22? 
an ^ Lois M Harrison under sections^ 
and 409 of the Federal Aviation Act ! 
1958, as amended, for approval nf 
trol and interlocking rela™ i°p s COn ' 
By application filed October 22 m 
Brake Delivery Service (Brake) , char * 
Grace Enterprises, Inc., d/b/a 
Transfer Service (Meier), Harold M 
Brake, Duff Wertz, and Lois M Harrf 
son request the Board to disclaim juris 
diction over the relationships results 
from the common control of Brake 
Meier by Mr. Brake or, in the 
tive, to approve such relationships Dur- 
suant to section 408 of the Federal 
Aviation Act of 1958, as amended, (the 
addition, pursuant to section 
409 of the Act, approval is requested for 
the interlocking relationships shown 
below: 


Company and Position 


Individual 


Brake 


Meier 


Harold M. Brake. 

Duff Wertz_ 

Lois M. Harrison. 


President and 
director. 

Vice president 
and director. 

Secretary-treas¬ 
urer and 
director. 


President and 
director. 

Vice president 
and director. 

Secretary-treas¬ 
urer and 
director. 


Brake is an applicant for domestic air 
freight forwarder operating authority 
pursuant to Part 296 of the Board’s Eco¬ 
nomic Regulations. 1 It is also author¬ 
ized by the Public Utilities Commission 
(Commission) of the State of California 
to operate as a common carrier by motor 
vehicle for the transportation of general 
commodities between points within Cal¬ 
ifornia. 2 Meier is authorized by the 
Commission to operate as a highway 
permit carrier for the transportation of 
property between points wholly within 
the State of California. Mr. Brake is 
the sole stockholder of both of the 
companies. 3 


No objections to the application have 
been filed. 


Notice of intent to dispose of the ap¬ 
plication without a hearing has been 
published in the Federal Register, and 
a -copy of such notice has been furnished 
by the Board to the Attorney General 
not later than the day following the date 
of such publication, both in accordance 
with the requirements of section 408(b) 
of the Act. 


1 For the purpose of this proceeding, Brake 
is considered to be an air carrier. 

2 Pursuant to an interline arrangement 
with another carrier, Brake also engages, 
within California, in the movement of 
freight destined to points outside of that 
State. 

3 An amendment to the application, filed 
December 18, 1962, seeks approval, if neces¬ 
sary, for Harold M. Brake to control B&M 
Terminal Facilities, Inc. (B&M) and for the 
individual applicants named herein to serve 
as officers and directors of the company. 
B&M provides terminal facilities and services 
(dock and yard space, fuel, and administra¬ 
tive services) for Brake and Meier but con¬ 
ducts no motor carrier activities. We do 
not consider that the activities of B&M faU 
within the scope of sections 408 and 409 of 
the Act. 
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We have concluded, upon considera¬ 
tion of the application, that the activities 
of Meier are those of a common carrier 
within the meaning of section 408 of the 
Act and, therefore, that the common 
control of Brake and Meier by Mr. Brake 
is subject to section 408 of the Act. How¬ 
ever, it has been further concluded that 
such relationships do not affect the con¬ 
trol of an air carrier directly engaged 
in the operation of aircraft in air trans¬ 
portation, do not result in creating a 
monopoly, and do not restrain competi¬ 
tion. Furthermore, no person disclosing 
a substantial interest in this proceeding 
is currently requesting a hearing. The 
control relationships are similar to 
others which have been approved by the 
Board and essentially do not represent 
any new substantive issues. 4 5 It there¬ 
fore appears that the approval of the 
control relationships would not be in¬ 
consistent with the public interest. 
However, should the trucking services of 
Brake or Meier be expanded, new issues 
would be raised which could only be re¬ 
solved upon the filing of a further appli¬ 
cation for prior approval by the Board. 
Accordingly, we will condition our ap¬ 
proval of the instant relationships so 
that such approval shall be effective only 
as long as the operation of motor vehicles 
by Brake and Meier is limited to the 
State of California. 

We also find that interlocking relation¬ 
ships within the scope of section 409(a) 
of the Act will exist between the com¬ 
panies from the holding by Harold M. 
Brake, Duff Wertz, and Lois M. Harrison 
of the positions described herein: In 
this connection, we have concluded that 
the parties have made a due showing 
in the form and manner prescribed that 
such interlocking relationships will not 
adversely affect the public interest, pro¬ 
vided that approval thereof is made sub¬ 
ject to the limitation noted above. 

Pursuant to authority duly delegated 
by the Board in the Board’s Regulations, 
14 CFR 385.13, it is found that the fore¬ 
going control relationships should be 
approved under section 408(b) of the 
Act, without a hearing and that the 
interlocking relationships should be ap¬ 
proved under section 409. 6 

Accordingly , it is ordered: 

1. That the common control of Brake 
and Meier by Harold M. Brake be and 
it hereby is approved; 

2. That, subject to the provisions of 
Part 251 of the Economic Regulations, 
as now in effect or as hereafter amended, 
the interlocking relationships resulting 
from the holding by Harold M. Brake, 
Duff Wertz, and Lois M. Harrison of 
the positions described above be and 
they hereby are approved; 


4 See, for example, Alaska Air Forwarding 
Corp., et al., Docket 14021, Order E-18904, 
October 11, 1962, and Allied Air Freight, et 
al„ Docket 13400, Order E-19026, November 

21,1962. 

5 The application herein incorporates the 
Brake application for air freight forwarder 
authority. However, the application for 
forwarder authority will be disposed of 

separately, in accordance with customary 
procedures. 


3. That the approvals granted herein 
shall be effective only so long as the 
operation of motor vehicles by Brake 
and Meier is limited to the State of 
California. 

Persons entitled to petition the Board 
for review of this Order pursuant to the 
Board’s regulations, 14 CFR 385.50, may 
file such petitions within five days after 
the date of service of this Order. 

This Order shall be effective and be¬ 
come the action of the Civil Aeronautics 
Board upon expiration of the above pe¬ 
riod unless within such period a petition 
for review thereof is filed, or the Board 
gives notice that it will review this Order 
on its own motion. 

Harold R. Sanderson, 

Secretary . 

[F.R. Doc. 62-12886; Filed, Dec. 28, 1962; 

8:50 a.m.] 


FEDERAL AVIATION AGENCY 

[OE Docket No. 62-EA-10] 

WHAS, INC. 

Determination of Hazard to Air 
Navigation 

The Federal Aviation Agency has 
circularized the following proposals for 
aeronautical comment and has con¬ 
ducted a study to determine their effect 
upon the safe and efficient utilization of 
airspace. 

WHAS, Inc., Louisville, Kentucky, 

proposes to construct a television anten¬ 
na at one of the following sites: 

Site No. One, Brownsville, Kentucky, 

located at latitude 38°21'50" N., longitude 
85°28'37" W., located approximately 17 miles 
northeast of Louisville at an elevation of 
2,649 feet above mean sea level (1,859 feet 
above ground). 

Site No. Two, Demplytown, Kentucky, 

located at latitude 38°23'17" N., longitude 
85°29'30" W., approximately 18 miles north¬ 
east of Louisville at an elevation of 2,649 
feet above mean sea level (1,889 feet above 
ground). 

Site No. Three, West Point, Kentucky, at 
latitude 38°0r28" N., longitude 85°53'04" 
W., located approximately 17 miles southeast 
of Louisville at an elevation of 2,549 feet 
above mean sea level (1,829 feet above 

ground). 

Site No. Four (Shawnee) at latitude 38° 16'- 
44" N., longitude 85°48'25" W. in Louisville, 
Kentucky, at an elevation of 2,049 feet above 
mean sea level (1,614 feet above ground). 
At the sponsor’s request at the FAA Eastern 
Region Informal Airspace Meeting No. 36, 
proposals one, two and three were withdrawn 
from comment. Consideration, therefore, is 
limited to Site No. Four only. 

The proposed structure at the Shaw¬ 
nee site would be located 7.65 miles 
northwest of the Standiford Municipal 
Airport, approximately 8.48 miles west/ 
northwest of Bowman Field, and ap¬ 
proximately 4.86 miles southwest of 
Hap’s Airport. It would be located ap¬ 
proximately 1.9 miles southeast of the 
centerline of VOR Federal Airway No. 
49 and approximately 1.2 miles northeast 
of the centerline of Victor 171 and would 
require: an increase from 2,600 feet to 
3,000 feet in the minimum en route alti¬ 
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tude on Victor 49 between Mystic VOR 
and Nabb VOR; an increase from 2,600 
feet to 3,000 feet in the MEA on the seg¬ 
ment of Victor 171 between the Louisville 
VORTAC and the Martinsburg Intersec¬ 
tion; an increase from 2,600 feet to 3,000 
feet in the missed approach altitude on 
the standard instrument approach pro¬ 
cedure for Bowman Field (AL-238- 
VOR), or a change in the missed ap¬ 
proach course; an increase from 2,500 
feet to 3,000 feet in the radar vectoring 
altitude in the northwest quadrant of 
the Louisville terminal area for flights 
within three miles of the proposed struc¬ 
ture; an increase from 2,200 feet to 
2,500 feet in the transition altitude be¬ 
tween the Harbor Intersection and the 
Standiford outer compass locator; an in¬ 
crease from 2,600 feet to 3,000 feet in the 
minimum obstruction clearance altitude 
for the northwest quadrant of the Louis¬ 
ville terminal area within a 25 mile ra¬ 
dius of the Louisville VORTAG; and an 
increase from 2,100 feet to 3,000 feet in 
the minimum obstruction clearance alti¬ 
tude for Visual Flight Rule operations in 
this area along the Ohio River, which is 
a natural VFR route. 

There is a large number of aircraft 
based on airports in this area and a 
large number of itinerant aircraft which 
operate in the area to which the above 
increases in IFR minimum en route alti¬ 
tudes, radar vectoring altitude, mini¬ 
mum obstruction clearance altitude, etc., 
would apply. These increases would re¬ 
quire aircraft operating in this area to 
fly at higher altitudes and, except for 
those in the IFR minimum en route 
altitudes, would have an adverse effect 
upon a large number of aeronautical 
operations each year. 

Based upon the aeronautical study, 
it is the finding of the Agency that, with 
the noted exeception, the above in¬ 
creases in minimum flight altitudes 
which would be required to accommo¬ 
date the proposed structure would result 
in a substantial adverse effect upon aero¬ 
nautical operations in the Louisville 
terminal area. 

Therefore, pursuant to the authority 
delegated to me by the Administrator 
(14 CFR 77.37), it is found that the pro¬ 
posed structure would have a substantial 
adverse effect upon the safe and efficient 
utilization of airspace; and it is hereby 
determined that the proposed structure 
would be a hazard to air navigation. 

This determination is effective as of 
the date of issuance and will become final 
30 days thereafter unless an appeal is 
filed under Section 77.39 of the Federal 
Aviation Agency Regulations (14 CFR 
77.39). If the appeal is denied, the de¬ 
termination will then become final as 
of the date of the denial or 30 days after 
the issuance of the determination, 
whichever is later. 

Issued in Washington, D.C., on Decem¬ 
ber 26, 1962. 

Joseph Vivari, 

Acting Chief , 

Obstruction Evaluation Branch . 

[F.R. Doc. 62-12907; Filed, Dec. 28, 1962; 

8:52 a.m.] 
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NOTICES 


FEDERAL POWER COMMISSION 

SHELL OIL CO. ET AL. 

Order Providing for Hearings on and 
Suspension of Proposed Changes 
in Rates 1 

December 19, 1962. 

Shell Oil Company (Operator), et al.. 
Docket No. RI63-235; Champlin Oil & 
Refining Company, Docket No. RI63-236; 
Texaco Inc., Docket No. RI63-237; Hum¬ 
ble Oil & Refining Company (Operator), 
et al., Docket No. RI63-238; Gulf Oil 
Corporation, Docket No. RI63-239; Con- 
tinental’Oil Company (Operator), et al.. 


Docket No. RI63-240; Billy Bridwell (Op¬ 
erator) , et al., Docket No. RI63-241; Gas, 
Inc., Docket No. RI63-242; United Pro¬ 
ducing Company, Inc., Docket No. RI63- 
243; Pan American Petroleum Corpora¬ 
tion (Operator), et al., Docket No. RI63- 
244; Phillips Petroleum Company, Docket 
No. RI63-245; The Shamrock Oil and 
Gas Corporation (Operator), Docket No. 
RI63-246; Alliance Oil & Gas Company, 
Docket No. RI63-247; Columbian Fuel 
Corporation, Docket No. RI63-248; Serv¬ 
ice Gas Products Company (Operator), 
Docket No. RI63-249; Pan American Pe¬ 
troleum Corporation, Docket No. RI63- 
250; Yucca Petroleum Co., Docket No. 
RI63-251; Caroline Hunt Trust Estate, 


Docket 

No. 

Respondent 

Rate 

sched¬ 

ule 

No. 

Sup¬ 

ple¬ 

ment 

No. 

RI63-235... 

Shell Oil Co., (oper¬ 
ator), et al., att: Mr. 
F. C. Sweat, 60 West 
60th St., New York 
20, N.Y. 

Shell Oil Co., (opera¬ 
tor), et al. 

168 

249 

4 

5 

RI63-236... 

Champlin Oil & 
Refining Co., att: 
Mr. Chas. B. John¬ 
son, Jr., P.O. Box 
9365, Fort Worth 7, 

78 

2 


Tex. 

Champlin Oil & 
Refining Co. 

50 

8 

RI63-237... 

Texaco Inc., attn: 

Mr. W.V. Vietti, 
P.O. Box 2332, 
Houston 1, Tex. 

179 

1 


Texaco Inc_ 

7 

7 


Texaco Inc. 

159 

1 


Texaco Inc. 

185 

1 

RI63-238 

Humble Oil & Refin¬ 
ing Co., (Operator), 
et al., attn: Mr. 
John J. Carter, P.O. 
Box 2180, Houston 
1, Tex. 

132 

4 


Humble Oil & Refin¬ 
ing Co., (operator) 
et al. 

138 

2 

RI63-239 

Gulf Oil Corp., P.O. 
Drawer 2100, Hous¬ 
ton 1, Tex. 

169 

1 

RI63-240 

Continental Oil Co., 
(operator), et al., 
P.O. Box 2197, 
Houston 1, Tex. 

210 

7 

RI63-241 

Billy Bridwell (oper¬ 
ator), et al., c/o Mr. 
Barth P. Walker, 
220 Cravens Build¬ 
ing, Oklahoma City 

2, Okla. 

3 

2 

RI63-242 

Gas, Inc., Suite “B” 
LL, Colorado Der¬ 
by Building, Wich¬ 
ita 2, Kans. 

3 

2 

RI63-243 

United Producing 

Co., Inc., P.O. Box 
1503, Houston 1, 
Tex. 

Pan American Petro¬ 
leum Corp. (oper¬ 
ator), et al., P.O. 

Box 591, Tulsa 2, 
Okla. 

30 

2 

R163-244 

246 

10 

RI63-245 

Phillips Petroleum 

Co., Bartlesville, 
Okla. 

252 

6 

RI63-246 

The Shamrock Oil 
and Gas Corp. (oper 
ator), P.O. Box 631, 
Amarillo, Tex. 

23 

3 


The Shamrock Oil and 
Gas Corp. (oper¬ 
ator). 

1 

6 


Docket No. RI63-252; Amerada Petro 
leum Corporation, Docket No. RI63-253* 
Union Pacific Railroad Company Dooirpt 
No. RI63-254; Petroleum Incorporated 
(Operator), et al., Docket No. RI63-255 
The above-named Respondents have 
tendered for filing proposed changes in 
presently effective rate schedules for 
sales of natural gas subject to the juris¬ 
diction of the Commission. All of the 
sales are made at a pressure base of 
14.65 psia with the exception of the sale 
made by Petroleum Incorporated (Op¬ 
erator) , et al., which is made at a pres¬ 
sure base of 15.025 psia. The proposed 
changes, which constitute increased rates 
and charges, are designated as follows- 


Purchaser and producing area 


West Texas Gathering Co. (Emperor 
Field, Winkler County, Tex.) (R.R. 
District No. 8). 

El Paso Natural Gas Co. (Brown- 
Bassett Ellenburger Field, Terrell 
County, Tex.) (R.R. District No. 
7-c). 

West Texas Gathering Co. (Emperor 
Field, Winkler County, Tex.) (R.R. 
District No. 8). 


El Paso Natural Gas Co. (South 
Fullerton Gasoline Plant, South 
Fullerton Field, Andrews County, 
Tex.) (R.R. District No. 8). 

West Texas Gathering Co. (Emperor 
and South Kermit Fields, Winkler 
County, Tex.) (R.R. District No. 8). 

Northern Natural Gas Co. (N. 
Hutchinson Field, Hutchinson 
County, Tex.) (R.R. District No. 
10 ). 

Northern Natural Gas Co. (Daniel 
Field, Ochiltree County, Tex.) 
(R.R. District No. 10). 

El Paso Natural Gas Co., (East and 
West Panhandle Fields, Gray, 
Wheeler and Collingsworth Coun¬ 
ties, Tex.) (R.R. District No. 10). 
West Texas Gathering Co. (Emperor 
Field, Winkler County, Tex.) (R.R. 
District No. 8). 


El Paso Natural Gas Co., (Buckhom 
Field, Schleicher County, Tex.) 
(R.R. District No. 7-c). 

Cities Service Gas Co., (N. Waterloo 
Field, Logan County, Okla.) (other 
Oklahoma area). 

Lone Star Gas Co., (Katie Field, Gar¬ 
vin County, Okla.) (other Okla¬ 
homa area). 

Cities Service Gas Co., (Northeast 
Norman Field, Cleveland County, 
Okla.) (other Oklahoma area). 


Panhandle Eastern Pipe Line Co., 
(Greenwood and Hugoton Fields, 
Morton County, Kans.). 

Colorado Interstate Gas Co., (High¬ 
land Area, Beaver County, Okla.) 
(Oklahoma-Panhandle area). 

Panhandle Eastern Pipe Line Co. (S. 
Forgan and Mocane Fields, Beaver 
County, Okla.) (Oklahoma-Panhan¬ 
dle area.) 

Northern Natural Gas Co. (W. Pan¬ 
handle Field, Hutchinson County. 
Tex.) (R.R. District No. 10). 
Northern Natural Gas Co. (McKee 
Plant, Moore County, Tex.) (R.R. 
District No. 10). 

Northern Natural Gas Co. (McKee 
Plant, Moore County, Tex.) (R.R. 
District No. 10). 


See footnote at end of table. 


Amount 
of annual 
increase 

Date 

filing 

tendered 

Effective 

date 

unless 

sus¬ 

pended 

Date sus¬ 
pended 
until— 

Cents per Mcf 

Rate in 
effect 

Proposed 

increased 

rate 

$62,000 

11- 7-62 

1 1- 1-63 

6 - 1-63 

16.0 

*17.0 

13,552 

11-30-62 

11- 1-63 

6 - 1-63 

*16.0 

**17.0 

10,949 

11-14-62 

i1- 1-63 

6 - 1-63 

16.0 

*17.0 

773 

11-14-62 

11- 1-63 

6 - 1-63 

11.055349 

* 12.055349 

49,500 

11-13-62 

11- 1-63 

6 - 1-63 

16.0 

*17.0 

19,750 

11-29-62 

11- 1-63 

6 - 1-63 

s 13.0832 

* 4 14.0896 

4,015 

11-29-62 

1 1- 1-63 

6 - 1-63 

4 15.5 

**16.5 

4,005 

11-29-62 

il- 1-63 

6 - 1-63 

12.0 

*13.0 

105,980 

11-16-62 

U- 1-63 

6 - 1-63 

16.0 

*17.0 

12,586 

11-30-62 

U- 1-63 

6 - 1-63 

10.5 

i* 15.0 

664 

11-23-62 

4 12-24-62 

5-24-63 

4 11.0 

*•12.0 

886 

11-23-62 

il- 1-63 

6 - 1-63 

11.0 

*•12.0 

1,970 

11-23-62 

i12-24-62 

5-24-63 

*11.0 

* 4 12.0 

1,080 

11-26-62 

U2-27-62 

5-27-63 

14.0 

*15.0 

20,286 

11-26-62 

>1- 1-63 

6 - 1-63 

7 17.097 

*•18.224 

283 

11-26-62 

11- 1-63 

6 - 1-63 

16.0 

*17.0 

6,216 

11-26-62 

il- 1-63 

6 - 1-63 

4 13.0832 

* 4 14.0896 

64,750 

11-28-62 

il- 1-63 

6 - 1-63 

• 15.0 

* • 16.0 

185,000 

11-30-62 

il- 1-63 

6 - 1-63 

•1012. 6255 

*•1113.6255 


Rate in 
effect sub¬ 
ject to 
refund in 
docket 
Nos; 


G-13735 


G-14009 


1 This order does not provide for the consolidation for hearing or disposition of the several matters covered herein, nor should it he 
so construed. 
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Rate 

sched¬ 

ule 

No. 

Sup- 

ple- 

meiit 

No. 


Amount 
of annual 
increase 

Date 

filing 

tendered 

Effective 

date 

Date sus¬ 

Cents Per Mcf 

Rate in 
effect sub¬ 

Pocket 

No. 

Respondent 

Purchaser and producing area 

unless 

sus¬ 

pended 

pended 

until- 

Rate in 
effect 

Proposed 

increased 

rate 

ject to 
refund in 
docket 
Nos. 

--— 

Alliance Oil & Gas 

Co., c/o Mr. Barth 
p. Walker, 220 
Cravens Building, 
Oklahoma City 2, 



Cities Service Gas Co. (West Cement 
Field, Caddo County, Okla.) (other 
Oklahoma area). 

6 760 

11-28-62 

412-29-62 

6-29-63 

• 11.0 

•*12.0 


RI163-247 

1 

3 




Okla. 

34 


Colorado Interstate Gas Co. (Kansas- 
Hugoton Field, Grant, Haskell and 
Kearney Counties, Kans.). 

26,230 

11-28-62 

11- 1-63 

6 - 1-63 

1 *11.0 

an 12.6 


RI63-248 

Columbian Fuel 

Corp., 380 Madison 
Ave., New York 17, 

2 



N.Y. 



Lone Star Gas Co., (Aylesworth Rant, 
Marshall County, Okla.) (other 
Oklahoma area). 

1,700 

11-30-62 

11- 1-63 

6 - 1-63 

11.0 

• 12.0 


RI63-249 

Service Gas Products 
Co. (operator), Na¬ 
tional Bank of Tulsa 
Building, Tulsa, 

2 

2 



Okla. 

269 


Northern Natural Gas Co. (West 
Waka Field, Ochiltree County, Tex.) 
(R.R. District No. 10). 

968 

11-29-62 

U- 1-63 

6 - 1-63 

•15.6 

a»16.5 


RI63-250 

Pan American Petro¬ 
leum Corp., P.O. 
Box 591, Tulsa 2, 

1 



Okla. 



Panhandle Eastern Pipe Line Co. 
(Hansford Field, Hansford County, 
Tex.) (R.R. District No. 10). 

2,000 

11-26-62 

412-27-62 

6-27-63 

16.0 

17.0 


RI63-251— 

Yucca Petroleum 

Co., First National 
Bank Building, 

5 

6 



Amarillo, Tex. 

2 


El Paso Natural Gas Co. (Buckhom 
Field, Schleicher County, Tex.) 
(R.R. District No. 7-c). 

3,649 

11-30-62 

il- 1-63 

6 - 1-63 

1410.6418 

n 1» 16.2025 


RI63-252... 

Caroline Hunt Trust 
Estate, 700 Mercan¬ 
tile Bank Bldg., 

2 



Dallas 1, Tex. 

67 


West Texas Gathering Co. (Emperor 
Field, Winkler County, Tex.) 
(R.R. District No. 8). 

Colorado Interstate Gas Co. (Table 
Rock Field, Sweetwater County, 
Wyo.). 

ft 99ft 

11-30-62 

11 70 A9 

11- 1-63 

U- 1-63 

6 - 1-63 

6 - 1-63 

16.0 

15.0 

• 17.0 

H16.0 


RI63-263... 

Amerada Petroleum 
Corp., P.O. Box 
2040, Tulsa 2, Okla. 
Union Pacific Rail¬ 
road Co., 422 West 
6 th St., Los Ange¬ 

1 

O, ZZo 

31,483 


RI63-254— 

4 

4 




les 14, Calif. 



Colorado Interstate Gas Co. (Patrick 
Draw Field, Sweetwater County, 

26,410 

11-30-62 

U- 1-63 

6-1 -63 

15.0 

• 16.0 



Union Pacific Rail¬ 
road Co. 

5 

2 


RI63-255— 

Petroleum Inc. (op¬ 
erator), et al., First 
City National 

Bank Building, 
Houston, Tex. 

13 

4 

Wyo.). 

Trunkline Gas Co. (Fields Field 
Area, Beauregard Parish, La.). 

600 

11-26-62 

il- 1-63 

6 - 1-63 

18.7 

*18.9 

R162-256 


i The stated effective date is the effective date proposed by Respondent. 

* Periodic rate increase. , , , ,, , , „ _ 

* Includes a maximum deduction of 4.6*5 per Mcf for removal of OOi. 

i The stated effective date is the first day after expiration of the required statutory 

^Subject to a downward Btu adjustment for gas containing less than 1000 Btu’s 
per cu. ft. 

• For Nipper Lease, Layton Formation. 

»Includes base price of 15.0£ per Mcf plus upward Btu adjustment. 

»Includes base price of 16.0*5 per Mcf plus upward Btu adjustment. 

• Subject to a downward Btu adjustment for gas containing less than 975 Btu s per 
cu. ft. 


Base price of 11.6*5 per Mcf plus 1.0£ per Mcf compression charge plus 0.1255*5 per 
Mcf tax reimbursement which is not constant. . . _ . 

ii Base price of 12.5*5 per Mcf plus 1.0*5 per Mcf compression charge plus 0.1255£ per 
Mcf tax reimbursement which is not constant. 

i* Subject to an upward or downward Btu adjustment for gas containing more or 
less than 1000 Btu’s per cu. ft. (Actual Btu content not available), 
n Redetermined rate increase. 

14 Includes 0.1418^ per Mcf tax reimbursement, 
i* Includes 0.2025*5 per Mcf tax reimbursement. 


Yucca Petroleum Company (Yucca) 
requests a retroactive effective date of 
October 10, 1961, for its proposed peri¬ 
odic rate increase. Good cause has not 
been shown for the granting of the pro¬ 
posed October 10, 1961, retroactive ef¬ 
fective date and Yucca’s request should 
be denied as hereinafter ordered. 

Humble Oil & Refining Company (Op¬ 
erator), et al. (Humble) submits that 
the period of suspension should be a 
maximum of one day with respect to its 
rate filing designated as Supplement No. 
4 to Humble’s FPC Gas Rate Schedule 
No. 132. Good cause has not been shown 
for limiting to one day the suspension 
period for Humble’s aforementioned 
rate filing and such request should be 
denied as hereinafter ordered. 

The proposed increased rates and 
charges exceed the applicable area price 
levels set forth in the Commission’s 
Statement of General Policy No. 61-1, 
as amended (18 CFR Ch. I, Part 2, 
§2.56). 

The proposed changed rates and 
charges may be unjust, unreasonable, 
unduly discriminatory, or preferential, 
or otherwise unlawful. 

The Commission finds: It is necessary 
and proper in the public interest and to 
aid in the enforcement of the provisions 
of the Natural Gas Act that the Com¬ 
mission enter upon hearings concerning 


the lawfulness of the several proposed 
changes and that the above-designated 
supplements be suspended and the use 
thereof deferred as hereinafter ordered. 

The Commission orders: 

(A) Yucca’s aforementioned request 
for a retroactive effective date for its 
proposed rate filing, designated as Sup¬ 
plement No. 5 to Yucca’s FPC Gas Rate 
Schedule No. 5, is hereby denied. 

(B) Humble’s request that the sus¬ 
pension period be limited to one day 
with respect to Supplement No. 4 to 
Humble’s FPC Gas Rate Schedule No. 
132 is hereby denied. 

(C) Pursuant to the authority of the 
Natural Gas Act, particularly sections 
4 and 15 thereof, the Commission’s rules 
of practice and procedure, and the regu¬ 
lations under the Natural Gas Act (18 
CFR Ch. I), public hearings shall be 
held upon dates to be fixed by notices 
from the Secretary concerning the law¬ 
fulness of the several proposed increased 
rates and charges contained in the 
above-designated supplements. 

(D) Pending hearings and decisions 
thereon, the above-designated rate sup¬ 
plements are hereby suspended and the 
use thereof deferred until the date in¬ 
dicated in the above “Date Suspended 
Until” column, and thereafter until such 
further time as they are made effective 


in the manner prescribed by the Natural 
Gas Act. 

(E) Neither the supplements hereby 
suspended, nor the rate schedules sought 
to be altered thereby, shall be changed 
until these proceedings have been dis¬ 
posed of or until the periods of suspen¬ 
sion have expired, unless otherwise or¬ 
dered by the Commission. 

(F) Notices of intervention and peti¬ 
tions to intervene may be filed with the 
Federal Power Commission, Washington 
25, D.C., in accordance with the rules of 
practice and procedure [18 CFR 1.8 and 
1.37(f) 1 on or before January 30, 1963. 

By the Commission. 

Joseph H. Gutride, 

Secretary . 

[P.R. Doc. 62-12781; Piled, Dec. 28, 1962; 

8:45 ajn.] 


[Docket No. CP63-1121 

TENNESSEE GAS TRANSMISSION CO. 
AND TRANSCONTINENTAL GAS 
PIPE LINE CORP. 

Notice of Application and Date of 
Hearing 

December 20,1962. 

Take notice that on October 31, 1962, 
Tennessee Gas Transmission Company 
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NOTICES 


(Tennessee), P.O. Box 2511, Houston 1, 
Texas, and Transcontinental Gas Pipe 
Line Corporation (Transco), P.O. Box 
296, Houston 1, Texas, filed in Docket 
No. CP63-112 a joint application pur¬ 
suant to section 7(c) of the Natural Gas 
Act for a certificate of public convenience 
and necessity authorizing the construc¬ 
tion and operation of an emergency in¬ 
terconnection between the pipeline sys¬ 
tems of the two companies at a point 
where Tennessee’s South Louisiana 20- 
inch line crosses Transco’s 30-inch main 
line “A” in Allen Parish, Louisiana, all 
as more fully set forth in the application 
which is on file with the Commission 
and open to public inspection. 

The proposed facilities will be utilized 
when either company is confronted 
with an emergency which can be allevi¬ 
ated by the deliveries of natural gas 
from the other when such deliveries can 
be made without impairment of service 
obligations to others. All emergency de¬ 
liveries will be made on a gas-for-gas 
exchange basis. 

The total cost of the proposed emer¬ 
gency interconnection is estimated to be 
$21,391. $10,405 will be shared equally 

between the two Applicants; Tennessee 
will spend $5,986 for tap and sidevalve 
equipment; and Transco will spend 
$5,000 for tap and sidevalve equipment. 

This matter is one that should be dis¬ 
posed of as promptly as possible under 
the applicable rules and regulations and 
to that end: 

Take further notice that, pursuant to 
the authority contained in and subject 
to the jurisdiction conferred upon the 
Federal Power Commission by sections 
7 and 15 of the Natural Gas Act, and the 
Commission’s rules of practice and pro¬ 
cedure, a hearing will be held on Febru¬ 
ary 6,1963, at 9:30 ajn., e.s.t., in a hear¬ 
ing room of the Federal Power Commis¬ 
sion, 441 G Street NW., Washington, 
D.C., concerning the matters involved in 
and the issues presented by such appli¬ 
cation: Provided , however , That the 
Commission may, after a non-contested 
hearing, dispose of the proceedings pur¬ 
suant to the provisions of § 1.30(c) (1) 
or (2) of the Commission's rules of prac¬ 
tice and procedure. Under the proce¬ 
dure herein provided for, unless other¬ 
wise advised, it will be unnecessary for 
Applicants to appear or be represented 
at the hearing. 

Protests or petitions to intervene may 
be filed with the Federal Power Commis¬ 
sion, Washington 25, D.C., in accord¬ 
ance with the rules of practice and pro¬ 
cedure (18 CFR 1.8 or 1.10) on or before 
January 25, 1963. Failure of any party 
to appear at and participate in the hear¬ 
ing shall be construed as waiver of and 
concurrence in omission herein of the 
intermediate decision procedure in cases 
where a request therefor is made. 

Joseph H. Gutride, 
Secretary . 

[P.R. Doc. 62-12835; Piled, Dec. 28, 1962; 

8:46 ajn.] 


[Docket No. CP63-155] 

MANUFACTURERS LIGHT AND HEAT 
CO. 

Notice of Application and Date of 
Hearing 

December 20,1962. 


FEDERAL MARITIME COMMISSI 

PORT OF OAKLAND AND OAKLAND 
DOCK & WAREHOUSE CO 

Notice of Agreement Filed for 
Approval 


Take notice that on December 5, 1962, 
The Manufacturers Light and Heat Com¬ 
pany (Applicant), 800 Union Trust 
Building, Pittsburgh 19, Pennsylvania, 
filed in Docket No. CP63-155 an appli¬ 
cation pursuant to section 7(c) of the 
Natural Gas Act for a certificate of public 
convenience and necessity authorizing 
the construction during the calendar 
year 1963 and the operation of relatively 
minor natural gas facilities for service 
to existing markets, all as more fully set 
forth in the application which is on file 
with the Commission and open to public 
inspection. 

The purpose of this “budget-type” ap¬ 
plication is to augment Applicant’s abil¬ 
ity to act with reasonable dispatch in 
constructing and replacing relatively 
small-scale facilities without the delay 
incident to the filing and processing of 
individual certificate applications. 

The proposed facilities will not exceed 
a maximum cost of $1,200,000, with no 
single project to exceed a cost of $300,000. 

The proposed service will be rendered 
in existing markets under presently filed 
rates. The proposed facilities will not 
be used to extend service to new market 


in once is nereby given that the follow- 
mg desenbed agreement has been filed 
with the Commission for approval dut- 
suant to section 15 of the Shipping Z 
1916 (39 Stat. 733, 75 Stat. 763 j 46 USC 






- -- uisuu, uctwcen me Port 

of Oakland (Port) and the Oakland 
Dock and Warehouse Company (Com 
pany), provides for a public utility 
wharfinger franchise to the Company 
for the operation of a public wharfinger 
business. The Company, where it is 
possible to do so, shall maintain dockage 
wharfage, wharf demurrage and storage 
charge that are uniform with those of 
the Port. 


Interested parties may inspect this 
agreement and obtain copies thereof at 
the Bureau of Domestic Regulation, Fed¬ 
eral Maritime Commission, Washington 
D C., and may submit within 20 days 
after publication of this notice in the 
Federal Register, written statements 
with reference to the agreement and 
their position as to approval, disap¬ 
proval, or modification, together with 
request for hearing should such hearing 
be desired. 


areas, to new direct industrial customers, 
or to develop new storage fields. 

This matter is one that should be dis¬ 
posed of as promptly as possible under 
the applicable rules and regulations and 
to that end: 

Take further notice that, pursuant to 
the authority contained in and subject 
to the jurisdiction conferred upon the 
Federal Power Commission by sections 
7 and 15 of the Natural Gas Act, and the 
Commission’s rules of practice and pro¬ 
cedure, a hearing will be held on Feb¬ 
ruary 5, 1963, at 9:30 a.m., e.s.t., in a 
hearing room of the Federal Power Com¬ 
mission, 441 G Street NW., Washington, 
D.C., concerning the matters involved in 
and the issues presented by such applica¬ 
tion: Provided , however , That the Com¬ 
mission may, after a non-contested hear¬ 
ing, dispose of the proceedings pursuant 
to the provisions of § 1.30(c) (1) or (2) 
of the Commission’s rules of practice and 
procedure. Under the procedure herein 
provided for, unless otherwise advised, 
it will be unnecessary for Applicant to 
appear or be represented at the hearing. 

Protests or petitions to intervene may 
be filed with the Federal Power Commis¬ 
sion, Washington 25, D.C., in accordance 
with the rules of practice and procedure 
(18 CFR 1.8 or 1.10) on or before Jan¬ 
uary 25, 1963. Failure of any party to 
appear at and participate in the hearing 
shall be construed as waiver of and con¬ 
currence in omission herein of the inter¬ 
mediate decision procedure in cases 
where a request therefor is made. 

Joseph H. Gutride, 
Secretary . 

[F JR. Doc. 62-12833; Filed, Dec. 28, 1962; 

8:45 a.m.] 


Dated: December 26,1962. 

By order of the Federal Maritime Com¬ 
mission. 

Geo. A. Viehmann, 
Assistant Secretary. 

[FR. Doc. 62-12834; Filed, Dec. 28, 1962; 
8:45 a.m.J 


FEDERAL RESERVE SYSTEM 

LIBERTY BANK AND TRUST CO. 

Order Approving Merger of Banks 

In the matter of the application of 
Liberty Bank and Trust Company for 
approval of merger with The First Na¬ 
tional Bank of Batavia. 

There has come before the Board of 
Governors, pursuant to the Bank Merger 
Act of 1960 (12 U.S.C. 1828(c)), an ap¬ 
plication by Liberty Bank and Trust 
Company, Buffalo, New York, for the 
Board’s prior approval of the merger of 
that bank and The First National Bank 
of Batavia, Batavia, New York, under the 
charter and title of the former. As an 
incident to the merger, the main and 
only office of the latter bank would be 
operated as a branch of the former bank. 
Notice of the proposed merger, in form 
approved by the Board, has been pub¬ 
lished pursuant to said Act. 

Upon consideration of all relevant ma¬ 
terial in the light of the factors set forth 
in said Act, including reports furnished 
by the Comptroller of the Currency, the 
Federal Deposit Insurance Corporation, 
and the Department of Justice on the 
competitive factors involved in the pro¬ 
posed merger: 
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urdayf December 29 , 1962 

, hpre i)y ordered , For the reasons 
firth in the Board’s Statement 1 of 
date that said application be and 
B is approved, provided that said 
r shall not be consummated (a) 
E seven calendar days after the 
of this Order or (b) later than three 
|nths after said date. 

lated at Washington, D.C., this 20th 
f December, 1962. 

L order of the Board of Governors. 2 

L t i Merritt Sherman, 

|SE Secretary . 

Dec. 28, 1962; 


. Doc. 


62-12836; Filed, 
8:46 a.m.] 


IrGINIA commonwealth corp. 

lotice of Request for Determination 
and Order for Hearing 

Hotioe is hereby given that request 
s been made to the Board of Gov- 
ms of the Federal Reserve System, 
rsuant to section 4(c) (6) of the Bank 
j Company Act of 1956 [12 U.S.C. 
E] and § 222.5(b) of the Board’s Reg- 
(ation Y [12 CFR 222.5(b)], by Vir- 
aia Commonwealth Corporation, Rich- 
,d, Virginia, a bank holding company, 
i determination that the activities of 
5 subsidiaries Virginia Standard Cor¬ 
ation and State-Wide Insurance Cor- 
iration, Inc., Virginia corporations, are 
(the kind described in the aforemen- 
fcned sections of the Act and the Regu- 
Jtion so as to make it unnecessary for 
le prohibitions of section 4 of the Act 
nth respect to shares in nonbanking 
fganizations to apply in order to carry 
lit the purposes of the Act. 

[inasmuch as section 4(c)(6) of the 
i Holding Company Act of 1956 re¬ 
tires that any determination pursuant 
> be made by the Board after due 
lotice and hearing and on the basis of 
fce record made at such hearing, 

■It is hereby ordered , That pursuant to 
potion 4(c) (6) of the Bank Holding 
fompany Act of 1956 and in accordance 
§§ 222.5(b) and 222.7(a) of the 
trd’s Regulation Y (12 CFR 222.5(b), 
2.7(a)), promulgated under the Bank 
folding Company Act of 1956, a hearing 
Jith respect to this matter be held corn- 
fencing on January 15, 1963, at 10 a.m., 
the offices of the Federal Reserve 
toard in Washington, D.C., before a 
' examiner selected by the Civil 
irvice Commission, pursuant to section 
L of the Administrative Procedure Act, 
(uch hearing to be conducted according 
p the Rules of Practice for Formal Hear- 
i of the Board of Governors of the 
ideral Reserve System (12 CFR Part 
|w). The right is reserved to the 


Board or such hearing examiner to 
designate any other date or place for 
such hearing or any part thereof which 
may be determined to be necessary or 
appropriate for the convenience of the 
parties. The Board’s Rules of Practice 
for Formal Hearings provide, in part, 
that “All such hearings shall be private 
and shall be attended only by parties 
and their representatives or counsel, 
representatives of the Board, witnesses, 
and other persons having an official in¬ 
terest in the proceedings; Provided, how-t 
ever , That, on written request by a party 
or representatives of the Board, or on 
the Board’s own motion, the Board, un¬ 
less prohibited by law, may permit other 
persons to attend or may order the hear¬ 
ing to be public.” 

Any person desiring to give testimony 
in this proceeding should file with the 
Secretary of the Board, directly or 
through the Federal Reserve Bank of 
Richmond, on or before January 7, 1963, 
a written request containing a state¬ 
ment of the nature of the petitioner’s 
interest in the proceeding, and a sum¬ 
mary of the matters concerning which 
said petitioner wishes to give testimony. 
Such request will be presented to the 
designated hearing examiner for his de¬ 
termination. Persons submitting timely 
requests will be notified of the hearing 
examiner’s decision. 

Dated at Washington, D.C., this 21st 
day of December 1962. 

By order of the Board of Governors. 

[seal] Merritt Sherman, 

Secretary. 

Dec. 28, 1962; 


[F.R. Doc. 


62-12837; Filed, 
8:46 a.m.] 


1 Piled as part of the original document, 
^opies available upon request to the Board of 
governors of the Federal Reserve System, 
Washington 25, D.C., or to the Federal Re- 
frve Bank of New York. Dissenting state¬ 
ment of Governor Robertson also filed as part 
F the original document and available upon 
fequest. 

’for this action: Chairman Martin, 
Governors Balderston, Mills, and Shep- 
nson. Voting against this action: Gover- 
Robertson. Absent and not voting: 
governors King and Mitchell. 

No. 251—Ft. I-16 


HOUSING AND HOME 
FINANCE AGENCY 

Office of the Administrator 

ACTING REGIONAL DIRECTOR OF 

ADMINISTRATION, REGION I (NEW 

YORK) 

Designation 

The officers appointed to the follow¬ 
ing listed positions in Region I (New 
York) are hereby designated to serve as 
Acting Regional Director of Adminis¬ 
tration, Region I, during the absence of 
the Regional Director of Administration, 
with all the powers, functions, and duties 
delegated or assigned to the Regional 
Director of Administration, provided 
that no officer is authorized to serve as 
Acting Regional Director unless all other 
officers whose titles precede his in this 
designation are unable to act by reason 
of absence: 

1. Head, Budget and Management 
Section. 

2. Special Assistant to Regional Direc¬ 
tor of Administration. 

3. Regional Fiscal Officer. 

This designation supersedes the desig¬ 
nation effective October 13, 1962 (27 
F.R. 10109, October 13, 1962). 


(Housing and Home Finance Administra¬ 
tor’s delegation effective May 4, 1962 (27 FR 
4319, May 4, 1962)) 

Effective as of December 13, 1962. 

[seal] Lester Eisner, Jr., 

Regional Administrator , 

Region I. 

[F.R. Doc. 62-12878; Filed, Dec. 28, 1962; 

8:49 a.m.] 

OFFICE OF EMERGENCY 
PLANNING 

LOUISIANA 

Notice of Major Disaster 

Pursuant to the authority vested in me 
by the President under Executive Order 
10427 of January 16, 1953, Executive 
Order 10737 of October 29, 1957, and 
Executive Order 11051 of September 27, 
1962 (18 F.R. 407, 22 F.R. 8799, 27 F.R. 
9683) ; Reorganization Plan No. 1 of 
1958, Public Law 85-763, and Public Law 
87-296; by virtue of the Act of Septem¬ 
ber 30, 1950, entitled “An Act to author¬ 
ize Federal assistance to States and local 
governments in major disasters, and for 
other purposes” (42 U.S.C. 1855-1855g), 
as amended; notice is hereby given of a 
declaration of “major disaster” by the 
President in his letter to me dated No¬ 
vember 5, 1962, reading in part as 
follows : 

I hereby determine that a potential haz¬ 
ard to health and safety in those areas of 
the State of Louisiana in the vicinity of 
the liquid chlorine on the sunken barge 
approximately l l /2 miles south of Natchez, 
Mississippi, threatens to be of sufficient 
severity and magnitude to warrant disaster 
assistance by the Federal government to sup¬ 
plement State and local efforts. 

I do hereby determine the following 
areas in the State of Louisiana to have 
been adversely affected by the catastro¬ 
phe declared a major disaster by the 
President in his declaration of Novem¬ 
ber 5, 1962: 

The parishes of: 

Avoyelles. La Salle. 

Catahoula. Pointe Coupee. 

Concordia. Tensas. 

Dated December 20, 1962. 

Edward A. McDermott, 

Director , 

Office of Emergency Planning. 

[F.R. Doc. 62-12832; Filed Dec. 28, 1962; 

8:45 a.m.] 


FLORIDA 

Notice of Major Disaster 

Pursuant to the authority vested in 
me by the President under Executive 
Order 10427 of January 16, 1953, Execu¬ 
tive Order 10737 of October 29, 1957, and 
Executive Order 11051 of September 27, 
1962 (18 F.R. 407, 22 F.R. 8799, 27 F.R. 
9683); Reorganization Plan No. 1 of 
1958, Public Law 85-763, and Public Law 
87-296; by virtue of the Act of Septem¬ 
ber 30, 1950, entitled “An Act to author¬ 
ize Federal assistance to States and local 
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governments in major disasters, and for 
other purposes” (42 U.S.C. 1855-1855g), 
as amended; notice is hereby given of a 
declaration of “major disaster” by the 
President in his letter to me dated 
December 17, 1962, reading in part as 
follows: 

I hereby determine the damage in the 
various areas of the State of Florida ad¬ 
versely affected by abnormally high tides 
beginning on or about November 28, 1962, 
to be of sufficient severity and magnitude to 
warrant disaster assistance by the Federal 
Government to supplement State and local 
efforts. 

I do hereby determine the following 
areas in the State of Florida to have 
been adversely affected by the catas¬ 
trophe declared a major disaster by the 
President in his declaration of Decem¬ 
ber 17, 1962: 

The counties of: 

Duvah St. Johns. 

Dated: December 19, 1962. 

Edward A. McDermott, 
Director , 

Office of Emergency Planning. 

[F.R. Doc. 62-12831; Filed, Dec. 28, 1962; 

8:45 a.m.] 


SECURITIES AND EXCHANGE 
COMMISSION 


[File No. 24D-2605] 


CARBON FOUNDRY CORP. 


Order Temporarily Suspending Ex¬ 
emption, Statement of Reasons 

Therefor, and Notice of Opportunity 

for Hearing 

December 21, 1962. 

I. Carbon Foundry Corporation (is¬ 
suer), a Utah corporation, 4087 South 
Redwood Road, Salt Lake City, Utah, 
filed with the Commission on November 
13, 1962, a notification on Form 1-A and 
an offering circular relating to a public 
offering of 214,418 shares of its 20-cent 
par value common stock offered to credi¬ 
tors for the purpose of obtaining an 
exemption from the registration require¬ 
ments of the Securities Act of 1933, 
as amended, pursuant to the provisions 
of section 3(b) thereof, and Regulation 
A promulgated thereunder. 

II. The Commission has reasonable 
cause to believe that: 

A. The terms and conditions of Reg¬ 
ulation A have not been complied with 
in that: 

1. The amount of the offering when 
computed in accordance with the re¬ 
quirements of Rule 253 and Rule 254 
exceeds the $300,000 limitation under 
Regulation A. 

2. The issuer failed to furnish the in¬ 
formation required by item 2(a) of 
Form 1-A relating to a predecessor of 
the issuer. 

3. The issuer failed to furnish the in¬ 
formation required by items 7, 9(a) (b) 
(c) and 10 of Form 1-A. 


4. The issuer failed to furnish exhibits 
required by item 11 (a), (b), (c), (g), 
and (h) of Form 1-A. 


B. The offering circular contains un¬ 
true statements of material facts and 
omits to state material facts necessary 
in order to make the statements made, 
in the light of the circumstances under 
which they are made, not misleading, 
particularly with respect to: 

1. The failure to disclose adequately 
and clearly the amount of securities to 
be offered for cash, the aggregate cash 
offering price to the public, the amount 
of securities to be offered to creditors, 
the aggregate underwriting discount or 
commission, and the aggregate cash pro¬ 
ceeds to the issuer. 

2. The failure to disclose adequately 
the method by which the securities are 
to be offered, the name and address of 
each underwriter, and the amount of 
participation of each such underwriter, 
and the nature of any material relation¬ 
ship between the issuer and such under¬ 
writer. 

3. The failure to set forth the specula¬ 
tive features of the offering in a clear 
and prominent manner under an appro¬ 
priate heading and in summary form 
near the forepart of the offering circular. 

4. The failure to furnish financial 
statements of the issuer and its prede¬ 
cessor. 

5. The failure to discuss adequately 
and clearly the issuer’s unfavorable fi¬ 
nancial conditions. 

6. The failure to discuss adequately 
and clearly the immediate dilution of 
the prospective investor’s investment in 
the issuer’s stock. 

7. The failure to furnish a reasonably 
itemized statement of the purposes for 
which the net cash proceeds to the issuer 
from the sale of the securities are to be 
used and the amount to be used for each 
such purpose indicating in what order 
of priority the proceeds will be used for 
the respective purposes. 

8. The failure to furnish an adequate 
description of the securities to be offered. 

9. The failure to disclose adequately, 
accurately and in its proper business 
perspective the nature of the issuer’s 
past, present and proposed business and 
the result of operations by the issuer 
and its predecessor. 

10. The failure to disclose adequately 
the exact location and general character 
of the plants and other physical prop¬ 
erties now held or presently intended to 
be acquired and the nature of the title 
under which such properties are held or 
proposed to be held. 

11. The failure to set forth the full 
name and complete residence address of 
all directors and promoters. 

12. The failure to disclose adequately 
and clearly all past and proposed ma¬ 
terial transactions between the issuer 
and its officers and a predecessor where¬ 
by the issuer acquired its assets and the 
cost to the officers or predecessors of 
property transferred to the issuer in ex¬ 
change for stock. 

13. The failure to disclose accurately 
and adequately the percentage of out¬ 
standing securities of the issuer which 
will be held by directors, officers and pro¬ 
moters as a group and the percentage of 
such securities which will be held by the 
public if all of the securities to be offered 
are sold, and the respective amounts of 


to I 


pro! 


cash (including cash expended for 
erty transferred to the issuer) 
therefor by such group and by then, 

14. The failure to disclose accur 
and adequately the application flip, 
the issuer under Chapter XI of the a 
ruptcy Act, the status of such procei 
and the effect of such application 
the issuer’s present and proposed 
ness. 

15. The failure to disclose 

and adequately material infoi 
with respect to the law suits pen* 
against the issuer by certain 0 fBB' 
creditors. “ 

16. The failure to disclose ade< 
the pertinent terms of all leases 

17. The value of the issuer’s propei 
and the basis upon which such valual 
was made. 

18. The failure to disclose accurt 
and adequately the pertinent terms 
status of a $192,000 loan for which 
issuer has made application. 

19. The failure to disclose adequ 
and clearly whether the issuer has" 
tained any complete plans, specificatii 
drawings and cost estimates of the sti 
tural steel fabricating plant and 
chine shop which are proposed 
constructed. 

20. The failure to disclose accui 
and adequately the terms and stati 
an agreement and loan for the purcl 
of certain equipment. 

21. The representations as to 
source and cost of procuring raw 
terials for the foundry, the estimal 
production costs, the monthly 
projected expansion and gross sel 
price of production. 

22. The representation that 
method of fabrication used by the ci 
pany is superior to other methods i 

23. The failure to disclose that 
offering price is essentially an arbitri 
price having no direct relation to 
value of the company or its assets 
that there is presently no market 
the shares. 

24. The failure to disclose, in coi 
tion with the statements that the ii 
had filed a petition for voluntary 
ganization pursuant to Chapter XI 
the Bankruptcy Act, that the petitioi 
in the proceeding also included John 
Brewer and June Brewer, d/b/a Ul 
Steel and Iron Co., officers and direct 
of the issuer. 

C. The offering would be made in 
lation of section 17(a) of the Securil 
Act of 1933, as amended. 

III. It is ordered , Pursuant to 
261 of the general rules and regulati( 
under the Securities Act of 1933, 
amended, that the exemption un( 
Regulation A be, and it hereby is, tei 
porarily suspended. 

Notice is hereby given that any P< 
son having any interest in the matt 
may file with the Secretary of the Conj 
mission a written request for hei 
within thirty days after the entry of 
order, that within twenty days after 
ceipt of such request the Commir 
will, or at any time upon its own me 
may, set the matter down for hea) 
at a place to be designated by the C 
mission for the purpose of determii 


i motifl 


: Cod 
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iurday, - 

_ tfther this order of suspension should 

I or made permanent, without 
however, to the consideration 
] resentation of additional matters 
the hearing; that if no hearing is re- 
«ted and none is ordered by the Com- 
sion the order shall become per¬ 
cent’ on the thirtieth day after its en- 
and shall remain in effect unless or 
tj i it is modified or vacated by the 
mmission; and that notice of the time 
d place for any hearing will be 
omptly given by the Commission. 

By the Commission. 

Orville L. DuBois, 

Secretary. 

ir Doc 62-12847; Filed, Dec. 28. 1962; 
8;47 a.m.] 


[Pile No. 24FW-1244] 

DOES-MORE products corp. 

tder Temporarily Suspending Ex¬ 
emption, Statement of Reasons 
Therefor, and Notice of Opportunity 
for Hearing 

December 21,1962. 

I Does-More Products Corporation 
csuer), 201 West Semmes Street, Osce- 
a, Arkansas, an Arkansas corporation, 
led with the Commission on October 12, 
160, a notification on Form 1-A and an 
fering circular relating to an offer - 
of 75,000 shares of its 10-cent par 
due common stock at $4.00 per share 
>r an aggregate offering of $300,000, for 
le purpose of obtaining an exemption 
the registration requirements of 
le Securities Act of 1933, as amended, 
ursuant to the provisions of Section 
(b) and Regulation A promulgated 
lereunder. 

II, The Commission has reasonable 
ause to believe that: 

A. The terms and conditions of this 
egulation have not been complied with 
that: 

1. The issuer has failed to prepare and 
a revised offering circular within 

ine months from the date of the offer- 
ig circular as required by Rule 256(e). 

2 . The issuer has failed to file a re- 
ort on Form 2-A containing the in- 

f rmation called for by that form within 
irty days after the end of each six- 
lonth period following the date of the 
riginal offering circular. 

B. An event occurred after the filing of 
tie notification that would have ren- 
ered the exemption unavailable if it 
iad occurred prior to the filing, in that 
he underwriter, H. L. Wright & Co., 
nc., has been expelled from the National 
Association of Securities Dealers, Inc. 

C. The issuer has failed to cooperate 
& that it has not responded to repeated 
quests to submit amendments and re- 
wts as required by the regulation or, 
ft the alternative, to withdraw the un- 
shares and terminate the offering. 
HI- It is ordered , Pursuant to Rule 
i a) of the General Rules and Regula¬ 
rs under the Securities Act of 1933, 
)* a “* er }ded, the exemption under 

^guiation A be, and it is hereby, tem- 
K)rari ly suspended. 


Notice is hereby given that any person 
having any interest in the matter may 
file with the Secretary of the Commis¬ 
sion a written request for hearing within 
thirty days after the entry of this order; 
that within twenty days after receipt of 
such request the Commission will, or at 
any time upon its own motion may, set 
the matter down for hearing at a place 
to be designated by the Commission, for 
the purpose of determining whether this 
order of suspension should be vacated or 
made permanent, without prejudice, 
however, to the consideration and pres¬ 
entation of additional matters at the 
hearing; that if no hearing is requested 
and none is ordered by the Commission, 
this order shall become permanent on the 
thirtieth day after its entry and shall 
remain in effect unless or until it is 
modified or vacated by the Commission, 
and that notice of the time and place 
for any hearing will promptly be given by 
the Commission. 

By the Commission. 

[seal] Orval L. DuBois, 

Secretary. 

|F.R. Doc. 62-12848; Filed. Dec. 28, 1962; 

8:47 a.m.J 


| File No. 24D-2523 [ 

GLOBE COLISEUM, INC. 

Order Temporarily Suspending Ex¬ 
emption, Statement of Reasons 

Therefor, and Notice of Opportunity 

for Hearing 

December 21,1962. 

I. Globe Coliseum, Inc. (issuer), 311 
E. 13th Street, Casper, Wyoming, a 
Delaware corporation with offices at 311 
East 13th Street, Casper, Wyoming, filed 
with the Commission on July 21, 1961, a 
notification on Form 1-A and an offering 
circular relating to an offering of 300,000 
shares of its $1 par value common stock 
at an offering price of $1 per share for 
an aggregate of $300,000 for the purpose 
of obtaining exemption from the regis¬ 
tration requirements of the Securities 
Act of 1933, as amended, pursuant to the 
provisions of section 3(b) thereof and 
Regulation A promulgated thereunder. 

II. The Commission has reasonable 
cause to believe that: 

A. The terms and conditions of Regu¬ 
lation A have not been complied with in 
that: 

1. The issuer failed to disclose its 
affiliates ; 

2. The issuer failed to amend the noti¬ 
fication and offering circular to reflect 
the resignations of certain of its officers 
and directors;' 

3. The issuer failed to amend the noti¬ 
fication and offering circular to reflect 
changes in its underwriting arrange¬ 
ments; 

4. The securities being offered under 
Regulation A aggregate an amount in 
excess of $300,000 when computed in ac¬ 
cordance with Rules 253 and 254 of the 
Regulation. 

B. The notification and offering cir¬ 
cular contain untrue statements of ma¬ 
terial facts and omit to state material 
facts necessary in order to make the 


statements made, in the light of the cir¬ 
cumstances under which they are made, 
not misleading, particularly with respect 
to: 

1. The failure to disclose accurately 
and adequately the connection between 
the issuer and a company known as 
Ete-N-Run,Inc.; 

2. The failure to disclose that the 
principal officers were chosen to serve 
temporarily; 

3. The failure to disclose accurately 
and adequately the background of the is¬ 
suer’s principal officers; 

4. The failure to disclose accurately 
and adequately the business purpose of 
the issuer. 

C. The offering would be made in vio¬ 
lation of section 17 of the Act. 

III. It is ordered, Pursuant to Rule 261 
of the General Rules and Regulations 
under the Securities Act of 1933, as 
amended, that the exemption under 
Regulation A be, and it hereby is, tem¬ 
porarily suspended. 

Notice is hereby given that any person 
having any interest in the matter may 
file with the Secretary of the Commission 
a written request for hearing within 
thirty days after the entry of this order; 
that within twenty days after receipt of 
such request the Commission will, or any 
time upon its own motion may, set the 
matter down for hearing at a place to be 
designated by the Commission for the 
purpose of determining whether this 
order of suspension should be vacated or 
made permanent, without prejudice, 
however, to the consideration and pres¬ 
entation of additional matters at the 
hearing; that if no hearing is requested 
and none is ordered by the Commission, 
the order shall become permanent on the 
thirtieth day after its entry and shall 
remain in effect unless it is modified or 
vacated by the Commission; and that 
notice of the time and place for any 
hearing will be promptly given by the 
Commission. 

By the Commission. 

[seal] Orval L. DuBois, 

Secretary. 

[F.R. Doc. 62-12849; Filed, Dec. 28, 1962; 

8:47 a.m.] 


[File No. 24D-2597] 

METOiL, INC. 

Order Temporarily Suspending Ex¬ 
emption, Statement of Reasons 
Therefor, and Notice of Opportunity 
for Hearing 

December 21, 1962. 

I. Metoil, Incorporated (issuer) 161 
South First West, Salt Lake City, Utah, 
a Nevada corporation with offices at 161 
South First West, Salt Lake City, Utah, 
filed with the Commission on September 
26, 1962, a notification on Form 1-A and 
an offering circular relating to an offer¬ 
ing of 238,500 shares of its lOtf par value 
nonassessable common stock at an offer¬ 
ing price of $1.00 per share for an aggre¬ 
gate of $238,500 for the purpose of ob¬ 
taining exemption from the registration 
requirements of the Securities Act of 
1933, as amended, pursuant to the pro- 
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visions of section 3(b) thereof and Regu¬ 
lation A promulgated thereunder. 

II. The Commission has reasonable 
cause to believe that: 

A. No exemption is available for the 
securities proposed to be offered and the 
terms and conditions of Regulation A 
have not been compiled with in that: 

1. The aggregate offering price of the 
securities computed in accordance with 
Rules 253 and 254 will exceed the $300,- 
000 limitation provided in section 3(b) 
of the Act and Regulation A; 

2. The issuer has failed to describe 
accurately and adequately the method 
by which the securities are to be offered; 

3. The issuer has failed to furnish the 
financial statements required by Item 11 
of Schedule I; 

4. The issuer failed to furnish copies 
of instruments defining the rights of 
holders of equity securities. 

B. The notification and the offering 
circular contain untrue statements of 
material facts and omit to state material 
facts necessary in order to make the 
statements made, in the light of the cir¬ 
cumstances under which they are made, 
not misleading, particularly with respect 
to: 

1. The failure to disclose accurately 
and adequately the risks of the enter¬ 
prise and the speculative nature of an 
investment therein; 

2. The failure to disclose adequately 
the risks inherent in the title to the un¬ 
patented mining claims; 

3. The failure to disclose any affiliates; 

4. The failure to disclose adequately 
the exploration and development work 
which has been performed on the mining 
properties and the results thereof; 

5. The failure to disclose adequately 
the known extent and grade of minerals 
and ores on the mining properties; 

6. The failure to disclose adequately 
the type and nature of the testing and 
exploration work necessary to be con¬ 
ducted on the mining properties; 

7. The failure to disclose adequately 
the pertinent terms of leases on the min¬ 
ing properties and the issuer’s interests 
therein; 

8. The failure to disclose adequately 
the royalties payable by the issuer on 
any ore which may be produced from its 
mining properties; 

9. The failure to show to what extent 
the plan to place the gold placer prop¬ 
erty in production, without established 
pay gravel reserves, is consistent with 
accepted mining practice. 

10. The use of a substantial part of the 
funds from the public offering for the 


acquisition and installation of a dredge 
and other equipment to be used upon 
placer property in Utah without adequate 
disclosure as to the status of pay gravel 
reserves on such property; 

11. The omission of legal descrip¬ 
tions of oil and gas leases in the South 
Manderson field of Big Horn County, 
Wyoming and oil and gas properties in 
the Elk Basin Field, Wyoming; 

12. The omission of the respective 
amounts of money which must be ob¬ 
tained as of a current date from the sale 
of oil and gas from the working interests 
in various properties before issuer’s car¬ 
ried interests will become effective. 

13. The omission of a tabulation show¬ 
ing, for each property subject to the 
respective carried interests mentioned, 
by calendar years prior to 1962 and by 
months during 1962, the net production 
of oil and of gas to the working interest 
subject to the respective carried inter¬ 
ests, the amount of gross income from 
such production and the amount of ex¬ 
penses chargeable against the earned in¬ 
terest in such gross income for each time 
period involved. 

14. The omission of a reasonable and 
reliable estimation of the dates the re¬ 
spective carried interests will begin to 
share in the production and a reasonable 
and reliable estimation of the crude oil 
and natural gas reserves which will ac¬ 
crue to issuer’s interests after issuer be¬ 
gins to participate in such production. 

15. The failure to describe pertinent 
terms of oil and gas leases said to be 
held by the company; 

16. The omission of adequate maps 
showing the location of each block of 
leases with the location, present status 
of and total depth of each well within 
reasonable distance of each block of 
leases; 

17. The use of financial statements not 
prepared in accordance with generally 
accepted accounting principles; 

18. The failure to disclose accurately 
and adequately transactions by which 
directors and officers obtained their se¬ 
curities; 

19. The ambiguous nature of legal de¬ 
scriptions of claims in the States of Utah 
and Nevada. 

C. The offering would be in violation 
of Section 17 of the Act. 

in. It is ordered, Pursuant to Rule 
261(a) of the general rules and regula¬ 
tions under the Securities Act of 1933, as 
amended, that the exemption under Reg¬ 
ulation A be, and it hereby is, tempo¬ 
rarily suspended. 



Notice is hereby given that anv 
having any interest in the matt., 
file with the Secretary of the Com 
sion a written request for hearing 3 
thirty days after the entry of thk! 
that within twenty days after recei 
such request the Commission will 
any time upon its own motion mar 
the matter down for hearing at a« 
to be designated by the Commission 
the purpose of determining whether 
order of suspension should be vacate 
made permanent, without nrein 
however, to the consideration and n 
entation of additional matters at 
hearing; that, if no hearing is requ— 
and none is ordered by the Commix 
this order shall become permanen 
the thirtieth day after its entry 
shall remain in effect unless or 
it is modified or vacated by the Conn 
sion; and that notice of the time 
place for any hearing will prompt! 
given by the Commission. 

By the Commission. 

[seal] Orval l. DiiBois, 

Secretai 

[F.R. Doc. 62-12850; Filed, Dec. 28, : 

8:47 a.m.] 


SMALL BUSINESS ADMINISUII 
TION 

[Delegation of Authority No. 30 (Rev. 
Amdt. 1] 

REGIONAL DIRECTORS 

Delegation To Conduct Program ( 
tivities in the Regional Offices 

I. Pursuant to the authority vesta 
the Administrator by the Small Busin 
Act (1958), 72 Stat. 384, as amended; 
Small Business Investment Act of IS 
72 Stat. 689, as amended; Delegate 
Authority No. 30 (Revision 7), 27 1 
6247, is hereby amended by deleting It 
I.A.l.e in its entirety and substituting 
following in Section I.A.l. in 1 
thereof— 

e. Direct disaster loans not exceed 
$50,000. 

f. Participation disaster loans i 
exceeding $100,000. 

Effective date: July 2,1962. 

John E. Horne, 
Administrator 

[F.R. Doc. 62-12851; Filed, Dec. 28, 19 
8:47 a.m.] 
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RULES AND REGULATIONS 


Title 21—FOOD AND DRUGS 

Chapter I—Food and Drug Adminis¬ 
tration, Department of Health, Edu¬ 
cation, and Welfare 

SUBCHAPTER C—DRUGS 

Part 

141a Penicillin and penicillin-containing 
drugs; tests and methods of assay. 
141b Streptomycin (or dihydrostreptomy¬ 
cin) and streptomycin- (or dihydro¬ 
streptomycin-) containing drugs; 
tests and methods of assay. 

141c Chlortetracycline (or tetracycline) and 
chlortetracycline- (or tetracycline-) 
containing drugs; tests and methods 
of assay. 

141d Chloramphenicol and chlorampheni¬ 
col-containing drugs; tests and 
methods of assay. 

141e Bacitracin and bacitracin-containing 
drugs; tests and methods of assay. 

146 General regulations for the certifi¬ 

cation of antibiotic and antibiotic- 
containing drugs. 

146a Certification of penicillin and peni¬ 
cillin-containing drugs. 

146b Certification of streptomycin (or 
dihydrostreptomycin) and strep¬ 
tomycin- (or dihydrostreptomycin-) 
containing drugs. 

146c Certification of chlortetracycline (or 
tetracycline) and chlortetracycline- 
(or tetracycline-) containing drugs. 
146d Certification of chloramphenicol and 
chloramphenicol-containing drugs. 
146e Certification of bacitracin and bacitra¬ 
cin-containing drugs. 

147 Antibiotics intended for use in the 

laboratory diagnosis of disease. 

By virtue of the authority vested in 
the Secretary of Health, Education, and 
Welfare by the provisions of the Federal 
Food, Drug, and Cosmetic Act (sec. 507, 
59 Stat. 463; 21 U.S.C. 357) and dele¬ 
gated to the Commissioner of Food and 
Drugs by the Secretary (25 F.R. 8625), 
the regulations for antibiotic and anti- 
biotic-containing drugs are revoked, and 
Parts 141a, 141b, 141c, 141d, 141e, 146, 
146a, 146b, 146c, 146d, 146e, and 147 are 
reissued as set forth below. This docu¬ 
ment includes amendments published in 
the Federal Register up to and includ¬ 
ing December 17, 1962. 

SUBCHAPTER C—DRUGS 

PART 141a—PENICILLIN AND PENI¬ 
CILLIN-CONTAINING DRUGS; TESTS 
AND METHODS OF ASSAY 

Sec. 

141a.1 Sodium penicillin, calcium penicil¬ 
lin, potassium penicillin; potency. 
141a.2 Sodium penicillin, calcium penicil¬ 
lin, potassium penicillin; steril¬ 
ity. 

141a.3 Sodium penicillin, calcium penicil¬ 
lin, potassium penicillin; pyro¬ 
gens. 

141a.4 Sodium penicillin, calcium penicil¬ 
lin, ootassium penicillin; tox¬ 
icity. 

141a.5 Sodium penicillin, calcium penicil¬ 
lin, potassium penicillin; mois¬ 
ture, pH, microscopical test for 
crystallinity. 

141a.6 Sodium penicillin, calcium penicil¬ 
lin, potassium penicillin; penicil- 
lin X. 

141a.7 Penicillin in oil and wax. 

141a.8 Penicillin ointment. 

141 a.9 Penicillin tablets. 

141a.10 Potassium penicillin V (potassium 
penicillin V salt). 


Sec. 

141a.ll Penicillin with aluminum hydrox¬ 
ide gel. 

141a.l2 Penicillin troches. 

141a.l3 Penicillin dental cones. 

141a.l4 Penicillin with vasoconstrictor. 

141a.l5 PeniciUin for surface application. 

141a.l6 Tablets aluminum penicillin. 

141a.l7 Penicillin sulfonamide powder. 

141a.l8 Penicillin vaginal suppositories. 

141a.19 Buffered crystalline penicillin. 

141a.20 Capsules buffered penicillin with 
pectin hydrolysate. 

141a.21 Capsules penicillin and novobiocin. 

141a.22 Penicillin bougies. 

141a.23 Crystalline penicillin and epineph¬ 
rine in oil. 

141a.24 Aluminum penicillin. 

141a.25 Aluminum penicillin in oil. 

141a.26 Procaine penicillin. 

141a.27 Procaine penicillin in oil. 

141a.28 Crystalline penicillin for inhalation 
therapy. 

141a.29 Procaine penicillin for aqueous in¬ 
jection. 

141a.30 Ephedrine penicillin. 

141a.31 Ephedrine penicillin tablets. 

141a.32 Procaine penicillin and buffered 
crystalline penicillin for aqueous 
injection. 

141a.33 Buffered penicillin powder. 

141a.34 Procaine penicillin and crystalline 
penicillin in oil. 

141a.35 Penicillin - streptomycin ointment, 
penicillin - dihydrostreptomycin 
ointment. 

141a.36 Penicillin-streptomycin bougies; 

penicillin - dihydrostreptomycin 
bougies. 

141a.37 Penicillin-bacitracin ointment. 

141a.38 Procaine penicillin and streptomy¬ 
cin in oil; procaine penicillin and 
dihydrostreptomycin in oil. 

141a.39 Penicillin-streptomycin; penicillin 
dihydrostreptomycin veterinary. 

141a.40 Penicillin tooth powder. 

141a.41 Penicillin-bacitracin troches; peni¬ 
cillin-zinc bacitracin troches. 

141a.42 Crystalline penicillin and bacitra¬ 
cin. 

141a.43 Z-Ephenamine penicillin G. 

141a.44 Z-Ephenamine penicillin G in oil. 

141a.45 Z-Ephenamine penicillin G for 
aqueous injection. 

141 a.46 Procaine penicillin in streptomycin 
sulfate solution; procaine penicil¬ 
lin in dihydrostreptomycin sul¬ 
fate solution veterinary. 

141a.47. Benzathine penicillin G. 

141a.48 Benzathine penicillin G oral sus- 
’ pension, benzathine penicillin G 
for oral suspension. 

141a.49 Penicillin - streptomycin - bacitracin 
ointment; penicillin - dihydro- 
streptomycln - bacitracin oint¬ 
ment; penicillin - streptomycin- 
bacitracin methylene disalicylate 
ointment; penicillin - dihydro- 
streptomycin-bacitracin methyl¬ 
ene disalicylate ointment. 

141a.50 Penicillin-streptomycin dental 
cones, penicillin-dihydrostrepto¬ 
mycin dental cones. 

141a.51 Diethylaminoethyl ester penicillin 
G hydriodide. 

141a.52 Diethylaminoethyl ester penicillin 
G hydriodide for aqueous injec¬ 
tion. 

141a.53 Penicillin-streptomycin implanta¬ 
tion pellets; penicillin-dihydro¬ 
streptomycin implantation pel¬ 
lets. 

141a.54 Benzathine penicillin G for aque¬ 
ous injection. 

141a.55 Benzathine panicillin G and buff¬ 
ered crystalline penicillin for 
aqueous injection. 

141a.56 Chloroprocaine penicillin O. 

141a.57 Chloroprocaine penicillin O for 
aqueous injection. 


Sec. 

141a.58 

141a.59 

141a.60 

141a.61 

141a.62 

141a.63 

141a.64 

141a.65 

141a.66 

141a.67 


141a.68 

141a.69 


141a.70 

141a.71 

141a.72 
141a.73 

141a.74 

141a.75 
141a.76 

141a.77 

141a.78 

141a.79 

141a.80 


141a.81 
141a.82 

141a.83 
141a.84 
141a.85 


Penicillin-streptomycin vaeinl 
suppositories; penicillin-dLT 

Rtrentnmwln vaginal 8up Jf 


aqued 
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streptomycin 
tories. 

Penicillin-streptomycin - baciti, 
dental paste; penicillin-dihv] 
streptomycin - bacitracin de 
paste. 

Penicillin and dihydrostreptomi 
streptomycin sulfates veteri 
procaine penicillin in dihvi 

streptomycin-streptomycin 

fates solution veterinary. 

Benzathine-procaine-buffered h 

stalline penicillins for ^ 
injection. 

Benzathine penicillin G and pj 
caine penicillin for aqueous 
Jection. 

Penicillin - bacitracin - neonr 
ointment; penicillin - bacitrac 
neomycin in oil. 
Penicillin-streptomycin table 
penicillin - dihydrostreptomyi 
tablets. 

Penicillin - streptomycin - neomyi 
in oil; penicillin-dihydrostrepj 
mycin-neomycin in oil; penii 
lin-streptomycin-neomycin oil 
ment; penicillin-dihydrostrepl 
mycin-neomycin o i n t m e 

Capsules procaine penicillin in 

Procaine penicillin and benzathj 
penicillin G in streptomycins] 
fate solution; procaine penicllj 
and benzathine penicillin G 
hydrostreptomycin sulfate sol 
tion veterinary (procaine penii 
lin and benzathine penicillin G 
crystalline dihydrostreptomyi 
sulfate solution veterinar 

Benzathine penicillin G and stri 
tomycin; benzathine penicillin 
and dihydrostreptomycin vete 
nary. 

Crystalline penicillin G oral suspi 
sion, crystalline penicillin G 
q^ium oral suspension, potassli 
penicillin G oral suspensii 

Tablets benzathine penicillin G a 
crystalline penicillin. 

Penicillin - streptomycin powd 
penicillin - dihydrostreptomyi 
powder. 

Dibenzylamine penicillin G (< 
benzylamine penicillin G salt) 

Dibenzylamine penicillin a; 
potassium penicillin p o w d i 
buffered. 

Dibenzylamine penicillin and stre 
tomycin in oil; dibenzylami 
penicillin and dihydrostreptoi 
cin in oil. 

Hydrabamine penicillin G. 

Hydrabamine penicillin G oral su 
pension. 

Capsules crystalline penicillin 
(capsules crystalline penicillin 
potassium, capsules crystallii 
penicillin G sodium). 

Benzathine penicillin G in ( 

Benzathine penicillin G and pi 
caine penicillin G in oil. 

Benzathine penicillin G-procai 
penicillin G-streptomycin in 
benzathine penicillin G-procai 
penicillin G-dihydrostreptomyc 
in oil veterinary. 

Penicillin V (phenoxymethyl pen 
cillin). 

Penicillin V for oral suspense 
(phenoxymethyl penicillin v 
oral suspension). 

Benzathine penicillin V 
thine penicillin V salt). 

Tablets benzathine penicillin G a 
penicillin V. 

Capsules penicillin V. 
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Ef' as procaine penicillin-streptomycin- 
l 414 polymyxin In oil; procaine penl- 

I clllin - dlhydrostreptomycin-poly- 

myxin in oil; procaine penicillin- 
Btreptomycln-polymyxin oint¬ 
ment; procaine penicillin - dl- 
hydrostreptomycln - polymyxin 
I ointment. 

La 87 Benzathine penicillin V oral bus- 
I 11 ’ pension; benzathine penicillin V 

I for oral suspension. 

Ilia 88 Benzathine penicillin G In strepto- 
r mycln sulfate solution veterinary; 

benzathine penicillin G In dihy- 
I drostreptomycin sulfate solution 

veterinary; potency, sterility, tox¬ 
icity, pyrogens, pH. 

Ll&89 Procaine peniclllin-neomycln-poly- 
I ’ myxin In oil; procaine penicillin- 

neomycin-polymyxin ointment. 
Lla90 Crystalline penicillln-streptomycln- 
polymyxln-oxytetracycllne-carbo- 
mycin powder veterinary; crystal¬ 
line penicillin-dlhydrostreptomy- 
cin-polymyxin - oxytetracycllne- 
carbomycln powder veterinary. 
Lla.91 Hydrabamine penicillin V (penicil¬ 
lin V hydrabamine salt). 
|41a.92 Hydrabamine penicillin V oral sus- 
I pension. 

|41a.93 Penicillin-neomycin ointment. 
|41a.94 Procaine penicillin-streptomycin- 
neomycin-erythromycin In oil; 
procaine penicillin-dihydrostrep- 
tomycin-neomycln - erythromycin 
In oil. 

D41a.95 Penicillin-streptomycin-erythromy- 
cin ointment; penicillin-dihydro- 
streptomycln-erythromycln oint¬ 
ment. 

141a.96 Penicillin-streptomycin - neomycin- 
polymyxin ointment; penlcillin- 
dihydrostreptomycln - neomycin- 
polymyxin ointment. 

J41a.97 Capsules penicillin-tetracycline 
phosphate complex - novobiocin- 
nystatin veterinary. 

|141a.08 Penicillin - streptomycin - bacitracin 
methylene disaltcylate-neomycin 
ointment; penicillin-dlhydrostrep¬ 
tomycin - bacitracin methylene 
disallcylate-neomycin ointment. 
[141&.09 Benzathine penicillin V for aqueous 
injection veterinary. 

Hla.IOO Phenethlcillln potassium (potas¬ 
sium a-phenoxyethyl penicillin). 
141a.l01 Phenethlcillln potassium (potas¬ 
sium a-phenoxyethyl penicillin) 

tablets. 

141a.l02 Phenethlcillln potassium (potas¬ 
sium a-phenoxyethyl penicillin) 
for oral solution. 

141a.l03 Methicillin sodium. 

141a.l04 Sodium oxacillin. 

141a.l05 Sodium oxacillin tablets. 

141a.l06 Sodium oxacillin capsules. 

141a.l07 Buffered methicillin sodium (buf¬ 
fered sodium-2, 6-dime thoxy- 
phenyl penicillin). 

Authority: §§ 141a.l to 141a.l07 issued 
under sec. 507, 59 St at. 463, as amended; 21 
US.C.357. 

§ I41a.l Sodium penicillin, calcium pen¬ 
icillin, potassium pencillin; potency. 

| (a) Cylinders (cups). Use stain¬ 
less steel cylinders with an outside diam¬ 
eter of 8 mm. (±0.1 mm.), an inside 
diameter of 6 mm. (±0.1 mm.), and a 
length of 10 mm. (±0.1 mm.). 

(b) Culture media. Use ingredients 
that conform to the standards prescribed 
by the U. S. P. or N. P. 


(1) Make nutrient agar for the seed 
layer and for carrying the test organism 
as follows: 


Peptone_6.0 gm. 

Pancreatic digest of casein-4.0 gm. 

Yeast extract--3.0 gm. 

Beef extract-1-6 S m * 

Glucose_ 1-0 g m - 

Agar_---15.0 gm. 

Distilled water, q. s-1,000.0 ml. 

pH 6.5 to 6.6 after sterilization. 

(2) Make nutrient agar for the base 
layer as follows: 

Peptone_6.0 gm. 

Yeast extract_3.0 gm. 

Beef extract_1.5 gm. 

Agar..-..15.0 gm. 

Distilled water, q. s-- 1,000.0 ml. 


pH 6.5 to 6.6 after sterilization. 

(3) Make nutrient broth, for prepar¬ 
ing an inoculum of the test organism, as 
follows: 

Peptone _ 

Yeast extract- 

Beef extract_ 

Sodium chloride- 

Glucose - 

Dipotassium phosphate- 

Potassium dihydrogen phos 

phate_ 

Distilled water, q. s- 

pH 7.0 after sterilization. 

In lieu of preparing the media from 
the individual ingredients specified in 
paragraph (b) (1), (2), and (3) of this 
section, they may be made from a de¬ 
hydrated mixture which, when recon¬ 
stituted with distilled water, has the 
same composition as such media. Minor 
modification of the individual ingredi¬ 
ents specified in paragraph (b) (1), 

(2), and (3) of this section are per¬ 
missible if the resulting media possess 
growth-promoting properties at least 
equal to the media described. 

(c) Working standard. Keep the 
working standard (obtained from the 
Food and Drug Administration) at room 
temperature in tightly stoppered vials, 
which in turn are kept in larger stop¬ 
pered tubes containing a suitable desic¬ 
cant. Weigh out carefully in an atmos¬ 
phere of 50 percent relative humidity or 
less between 4 and 5 milligrams of the 
working standard and dilute with sterile 
1 percent phosphate buffer (pH 6.0) to 
make a stock solution of any convenient 
concentration. Keep this solution under 
refrigeration and use for 2 days only. 
From this stock solution make appro¬ 
priate working dilutions. 

(d) Preparation of sample. Dissolve 
the sample to be tested in 1.0 percent 
phosphate buffer, pH 6.0, to make an ap¬ 
propriate stock solution. 

(e) Preparation of plates. Add 21 ml. 
of agar to each Petri dish (20 x 100 milli¬ 
meters). Distribute the agar evenly in 
the plates and allow it to harden. Use 
the plates the same day they are pre¬ 
pared. The test organism is Staph¬ 
ylococcus aureus (American Type Cul¬ 
ture Collection 6538P). Maintain the 
test organism on agar slants and 
transfer to a fresh agar slant about 


once a week. Prepare an inoculum for 
the plates by transferring the culture 
from the agar slant into broth and incu¬ 
bate at 32° C.-35® C. From 16 to 24 
hours thereafter add 2.0 milliliters of 
this broth culture to each 100 milliliters 
of agar which has been melted and 
cooled to 48° C. Mix the culture and 
agar thoroughly and add 4 milliliters to 
each of the plates containing the 21 
milliliters of the uninoculated agar. Tilt 
the plates back and forth to spread the 
inoculated agar evenly over the surface. 
Porcelain covers glazed on the outside 
are used. Place four cylinders on the 
agar surface so that they are at approxi¬ 
mately 90° intervals on a 2.8 cm. radius. 
In so placing the cylinders drop them 
from a height of V 2 inch, using a me¬ 
chanical guide or device. A suspension 
of the test organism may be used in 
place of the broth culture described 
above in preparing the inoculum for the 
seeding of plates. Prepare such suspen¬ 
sion as follows: Wash the organisms 
from an agar slant which has been in¬ 
cubated for 24 hours at 32° C.-35® C. and 
stored for 24 hours at room temperature 
with 2.0 milliliters of sterile physiological 
saline onto a large agar surface such as 
that provided by a Roux bottle contain¬ 
ing 300 milliliters of agar. Spread the 
suspension of organisms over the entire 
agar surface with the aid of sterile glass 
beads. Incubate 24 hours at 32® C.-35® 
C. and store for 24 hours at room tem¬ 
perature. Wash the resulting growth 
from the agar surface with about 50 mil¬ 
liliters of sterile physiological saline. 
Standardize this suspension by deter¬ 
mining the dilution which will permit 20 
percent light transmission through a 
filter at 6500 Angstrom units in a photo¬ 
electric colorimeter. (In the preparation 
of the suspensions of the test organism 
on agar slants and Roux bottles, the 24- 
hour storage periods at room tempera¬ 
ture may be omitted if the suspensions 
will permit 20-percent light transmission 
through a filter at 6,500 angstrom units 
in a photoelectric colorimeter). De¬ 
termine by appropriate tests the quan¬ 
tity of this resulting dilution to be added 
to each 100 milliliters of agar, which has 
been melted and cooled to 48° C., for the 
secondary layer that will give sharp, 
clear zones of inhibition. The suspen¬ 
sion may be used for 1 week. 

(f) Assay. Use four plates for each 
sample. Fill one cylinder on each plate 
with a 1.0 unit per milliliter dilution, 
and one with a 0.25 unit per milliliter 
dilution, of the working standard. Add 
the estimated dilutions of 1.0 unit per 
milliliter and 0.25 unit per milliliter of 
the sample under test to the remaining 
two cylinders on each plate. Carefully 
place the plates in racks and incubate 
16 to 18 hours at 32° C.-35° C. After in¬ 
cubation measure the diameter of each 
circle of inhibition to the nearest 0.5 
millimeter using a colony counter with 
a millimeter scale etched into the sup¬ 
porting glass over the light source. 
Other measuring devices of equal accu¬ 
racy may be used. 


5.0 gm. 

1.5 gm. 

1.5 gm. 

3.5 gm. 

1.0 gm. 
3.68 gm. 

1.32 gm. 
1,000.0 ml. 
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(g) Estimation of potency and error . 
(1) Use the accompanying chart 
(Chart 1) and nomograph (Chart 2) for 
estimating the potency and its error. To 
use the chart for estimating potency 
two values, namely, V and W, are re¬ 
quired. For each plate calculate two 
values 

v={u L + u H )-(s L +s H ) 

and 

MJ=(W H + S H )-(U L + 3 L ) 

where sh and sl are the diameters of the 
zones of inhibition in millimeters of the 
1.0 unit and 0.25 unit dilutions of the 
standard, respectively, and uh and ul 
refer similarly to the corresponding dilu¬ 
tions of the sample under test. The 
value V is the sum of the v values for all 
plates and W is the sum of the w values 
for all plates. To estimate the potency 
locate the point on the chart correspond¬ 
ing to the values of V and W, and the 
potency can be read from the radial 
lines on the chart. 

(2) The error of the assay is estimated 
by using the nomograph which requires 
five values, namely, the potency, V, W , 
Rv, and Rio. Rv (the range of the v’s) is 
the highest value of v minus the lowest 
value of v obtained from the individual 
plates. Similarly, Rw is the difference 
between the highest and lowest w values. 
After obtaining these five values, connect 
with a straightedge the points corre¬ 
sponding to v and w on the respective 
scales on the right side of the nomograph. 
Mark with a pin or sharp-pointed pencil 
the intersection of the straightedge and 
the diagonal line of the nomograph. 
Move the straightedge so that it connects 
the value of Rw on its scale and the di¬ 
agonal line at the point of the pin. The 
value for Q is thus determined by the 
scale value where the straightedge 
crosses the line labeled “Q”. T is ob¬ 
tained by adding the squares of Q and 
Rv. On the left side of the chart con¬ 
nect the values of T and W with the 
straightedge and read the value of the 
ratio (error of assay-potency) where the 
straightedge intersects the scale of values 
for the ratio. This value multiplied by 
the potency equals the percentage error 
of the assay. The error of the assay cal¬ 
culated here estimates only how closely 
one assayist can check himself on any 
given set of dilutions of unknown and 
standard. It does not include any errors 
of weighing or errors due to variations 
in materials or subdivisions of a lot of 
penicillin. 

The chart for determining potency 
should not be used for determinations 
of potency lower than 50 percent or 
higher than 150 percent of the standard. 
If the potency lies outside these limits, 
the assay should be repeated using a 
higher or lower dilution. The radial 
lines on the chart beyond these limits 
permit a rough estimation of potency 
from as low as 5 percent to as high as 
1,000 percent when low values of W are 
found. % If the value of V or W falls out¬ 
side the limits of the chart, divide both 
V and W by the same proper number 


to bring them into the range of the 
chart and read the potency from the 
radial lines as before. If 11.4 Rw is 
greater than W, the slope of the assay 
does not differ significantly from zero 
and the assay is invalid. (The figure 
11.4 was obtained by use of Student’s 
“t” test for determining the significance 
of a slope.) 

In certain laboratories it has been 
noted that with the 4 to 1 ratio, in¬ 
volving concentrations of 0.25 unit for 
the low dose, the zone of inhibition given 
by this dose may either be too small for 
accurate reading or have edges which 
are poorly defined. In order to permit 
the use of a higher concentration of 
penicillin for the low dose the third of 
the attached charts (Chart 3) may be 
used in assays in which the ratio of 
doses is 2 to 1, i. e., the high dose (sH) 
Is twice the low dose ($L). As in the 
preceding chart (Chart 1), if the potency 
lies outside the limits of 50 percent to 150 
percent the assay should be repeated, 
using a lower or higher dilution. The 
potencies beyond these limits are to be 
used for rough estimation purposes only. 
These extensions can also be used for 
four (or more) plate assays if both V-and 
W are divided by the same proper num¬ 
ber to bring them into the range of the 
chart. The error of the assay using the 
ratio of doses 2 to 1 is estimated by using 
the nomograph (Chart 2) in the same 
manner as described for the 4 to 1 ratio 
of doses. However, the resultant error of 
the assay derived in this manner must 
be divided by 2 to give the correct error 
of the assay for the 2 to 1 ratio of doses. 

(h) Assay by alternative methods . 
The potency of the sample may also 
be determined by the iodometric method 
as described in §141a.5(d), or by the 
standard-curve technique, using a single 
dose of standard and unknown. In the 
case of the standard-curve technique, 
dilute the sample to be tested to 1.0 
unit per milliliter (estimated) in 1 per¬ 
cent phosphate buffer, pH 6.0. Place 
six cylinders on the inoculated agar 
surface so that they are at approximatly 
60° intervals on a 2.8-centimeter radius. 
Use three plates for each sample and fill 
three cylinders on each plate with the 
1.0 unit per milliliter standard and three 
cylinders with the 1.0 unit per milliliter 
(estimated) sample, alternating stand¬ 
ard and sample. Incubate the plates 
for 16 to 18 hours at 32° C.-35° C. and 
measure the diameter of each circle of 
inhibition. Average the zone reading of 
the standard, and average the zone read¬ 
ings of the sample on the plates used. 
If the sample gives a larger average 
zone size than the average of the stand¬ 
ard, add the difference between them 
to the 1.0 unit per milliliter zone size 
of the standard curve. If the average 
sample zone size is smaller than the 
standard value, subtract the difference 
between them from the 1.0 unit per milli¬ 
liter zone size of the standard curve. 
From the curve read the concentration 


corresponding to these corrected vain, 
of zone sizes. Prepare concentratio 
for the standard curve by diluting Z 
quots of the standard stock solution JS 
1 percent phosphate buffer, pH 6 0 * 
give final concentrations of 0.64 0.80 ’i 
1.25, and 1.56 units per milliliter tj< 
three plates for each concentration n 
cept the 1.0 unit per milliliter concent 
tion. Thus there will be a total of l 
plates. The 1.0 unit concentration is th 
reference point and is included on eac 
plate. On each of three plates fill thre 
cylinders with the 1.0 unit per milliutc 
standard and the other three cylinder 
with the concentration of the standar 
under test. Thus there will be thirty-si] 
1.0 unit per milliliter determinations an 
nine determinations for each of the otto 
concentrations on the curve. Incubal 
the plates for 16 to 18 hours at 35 
C.-35 0 C. and measure the diameter 
each circle of inhibition. Average th 
readings of 1.0 unit per milliliter concen 
tration and the readings of the concen 
tration tested on each set of three plates 
and average also all 36 readings of th 
1.0 unit per milliliter concentrate 
The average of the 36 readings of th 
1.0 unit per milliliter concentration 
the correction point for the curve. Cor 
rect the average value obtained for eac 
concentration to the figure it would b 
if the 1.0 unit per milliliter reading fo 
that set of three plates were the same a 
the correction point. Thus, if in cor 
recting the 0.8 unit A .er milliliter concen 
tration, the average of the 36 reading 
of the 1.0 unit per milliliter concentra 
tion is 18 millimeters and the average c 
the 1.0 unit per milliliter concentratio 
on this set of three plates is 17.8 milli 
meters, the correction is +0.2 millimete 
If the average reading of the 0.8 uni 
per milliliter concentration of these sam 
three plates is 17.0 millimeters, the cor 
rected value is then 17.2 millimeter 
Plot these corrected values including th 
average of the thirty-six 1.0 unit pe 
milliliter concentrations on two-cyck 
semilog paper, using the concentration 
in units per milliliter as the ordinati 
(logarithmic scale) and the diametei 
of the zone of inhibition as the abscissa 
Draw the standard curve through the? 
points, either by inspection or by mear 
of the following equations: 


L- 


3a-f-2b-fc— e, 


.. 36-f-2d-f c— a, 

„ H= - 6 - 

where: 

L= calculated zone diameter for the lowest 
concentration of the standard curve, 
H= calculated zone diameter for the high* 
est concentration of the standard 
curve, 

c= average zone diameter of 36 readings 
of the 1.0 unit per milliliter standard, 
a, b, d, e ~corrected average values for the 
0.64, 0.80, 1.25, and 1.56 units per 
milliliter standard solutions, respec¬ 
tively. 

Plot the values obtained for L and H and 
connect with a straight line. 
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PENICILLIN ASSAY - Chart for Determining Potency 
as Percent of Standard from Two-Dose Plate Method £•* 



M 

5=3 




5 




(i) Potency. The potency of sodium 
penicillin, calcium penicillin, and potas¬ 
sium penicillin is satisfactory when as¬ 
sayed by the methods described in this 
section if the immediate containers are 
represented to contain: 

(1) 200,000 units or less and contain 
85 percent or more of the number of 
units so represented; 

(2) More than 200,000 units and con¬ 
tain 90 percent or more of the units so 
represented. 

§ 14la.2 Sodium penicillin, calcium pen¬ 
icillin, potassium penicillin; sterility. 

(a) Culture medium. In the test for 
bacteria, use U. S. P. fluid thioglycolate 
medium I or a dehydrated mixture 
which, when reconstituted with distilled 
water, has the same composition as such 
medium and has growth-promoting, buf¬ 
fering, and oxygen-tension-controlling 
properties equal to or better than those 
of such medium. In the preparation of 
the medium from either the individual 
ingredients or any dehydrated mixture 
avoid contamination with calcium. In 
the test for molds and yeasts use U. S. P. 
Sabouraud Liquid Medium (Modified). 

(b) Conduct of test for bacteria. Add 
not more than 10 milliliters of sterile 
distilled water, or sterile physiological 
salt solution, to each immediate con¬ 
tainer in the sample to be tested. Prom 
each of not less than seven immediate 
containers transfer aseptically the equiv¬ 
alent of approximately 300 milligrams, 
or the entire contents if the container is 
packaged to contain less than 300 milli¬ 
grams, to individual tubes (38 x 200 milli¬ 


meter size) each containing 75-100 
milliliters of thioglycolate medium and 
sufficient penicillinase to completely in¬ 
activate the penicillin used in the test. 
(Prior to use, the tubes containing the 
medium with added penicillinase are 
incubated at 32° C.—35° C. for not less 
than 24 hours and examined for ster¬ 
ility.) After adding the penicillin to 
the tubes let them stand at room temper¬ 
ature for 2 hours, with frequent shaking. 
To one of such tubes add 1.0 milliliter of 
a 1:1,000 dilution of an 18-24 hour broth 
culture of M. pyogenes var. aureus 
(P. C. I.-209P and American Type Cul¬ 
ture Collection 6538P). Incubate all 
tubes at 32° C.—35° C. for 5 days. The 
batch meets the requirements of the test 
for bacteria if on the first or second test 
the control tube and no other tube shows 
growth, or if the number of tubes (ex¬ 
cluding the control tubes) that show 
growth in three or more consecutive tests 
is not more than 10 percent (to compen¬ 
sate for contamination that may have 
been induced during the test) of the total 
number of samples tested. 

(c) Conduct of test for molds and 
yeasts. Add not more than 10 milliliters 
of sterile distilled water or sterile physi¬ 
ological salt solution to each immediate 
container in the sample to be tested. 
From each of not less than four imme¬ 
diate containers transfer aseptically the 
equivalent of approximately 300 milli¬ 
grams, or the entire contents if the con¬ 
tainer is packaged to contain less than 
300 milligrams, to individual tubes each 
containing 75-100 milliliters of U. S. P. 
Sabouraud Liquid Medium. Incubate 


all tubes at approximately 25° C. for 
days. The batch meets the requirement 
of the test for molds and yeasts if on th 
first or second test no tube shows growtl 
or if the number of tubes that shoi 
growth in three or more consecutiv 
tests is not more than 10 percent (t 
compensate for contamination thatma; 
have been induced during the test) o; 
the total number of samples tested. 

§ 141a.3 Sodium penicillin, calcium pen 
icillin, potassium penicillin; pyro 
gens. 

(a) Temperature recording. Use ai 
accurate clinical thermometer or an; 
other temperature-recording device o 
equal sensitivity that has been tested t< 
determine the time necessary to read 
the maximum reading. Insert the tern 
perature-recording device into the rec 
turn of the test animal to a depth of no 
less than 7.5 centimeters and allow suf¬ 
ficient time to reach a maximum tem 
perature, as previously determined, be 
fore taking the reading. 

(b) Test animal. Use healthy, ma 
ture rabbits, each weighing net less thai 
1500 grams and which have maintain# 
their weight on an antibiotic-free die! 
for at least 1 week under the environ 
mental conditions specified in this sec 
tion. House the animals individually 
in an area of uniform temperaturi 
(±3° C. (±5° F.)) and free from dis¬ 
turbances likely to excite them. Do not 
use animals for pyrogen tests more fre¬ 
quently than once every 48 hours or prior 
to 2 weeks following their having been 
given a test sample that was adjudged 
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htrmzenic One to 3 days before using 
'fanimai that has not been used for a 
^ during the previous 2 weeks, condi- 
|i. n it by conducting a sham test as di- 
trted under paragraph (c) of this sec- 
ion omitting the injection 
(c) Procedure. Perform the test in 
kn area where the animals are housed 
* under similar environmental condi- 
ons On the day of the test, withhold 
01 food from the animals being used 
mtil after completion of the test, ex- 
ieDt that access to water may be allowed, 
uid determine the “control tempera¬ 
te” of each animal. In any one test 
j se only those animals the control tem- 
jeratures of which do not deviate by 
nore than 1° C. from each other, and 
lo not use any animal with a tempera¬ 
te exceeding 39.8° C. The control 
temperature recorded for each rabbit 
jonstitutes the temperature from which 
iny subsequent rise following the in¬ 
jection of the material is calculated. 
Render the syringes, needles, and glass¬ 
ware free from pyrogens by heating at 
250° C. for not less than 30 minutes or 
by any other suitable method. Warm 
the product to be tested to approximately 
37 ° C. Dilute the sample with sterile, 


pyrogen-free distilled water to a con¬ 
centration of 2,000 units per milliliter. 
Inject 1 milliliter per kilogram into an 
ear vein of each of three rabbits within 
30 minutes subsequent to the control 
temperature reading. Record the tem¬ 
perature at 1 , 2, and 3 hours subsequent 
to the injection. If no rabbit shows an 
Individual rise in temperature of 0.6° C. 
or more above its respective control 
temperature, and if the stun of the three 
temperature rises does not exceed 1.4° 
C., the sample meets the requirements 
for the absence of pyrogens. If one or 
two rabbits show a temperature rise of 
0.6° C. or more, or if the sum of the 
temperature rises exceeds 1.4° C., repeat 
the test, using five other rabbits. If not 
more than three of the eight rabbits 
show individual rises in temperature of 
0.6° C. or more, and if the sum of the 
eight temperature rises does not exceed 
3.7° C., the sample meets the require¬ 
ments for the absence of pyrogens. 


§ 141a.4 Sodium penicillin, calcium pen¬ 
icillin, potassium penicillin; toxicity. 


Inject intravenously each of five mice, 
within the weight range of 18 to 25 
grams, with 0.5 milliliter of a solution of 
the sample prepared by diluting with 
sterile distilled water to approximately 
4,000 units per milliliter. The injection 
should be made over a period of not more 
than 5 seconds. If no animal dies within 
48 hours, the sample is nontoxic. If one 
or more animals die within 48 hours, 
repeat the test with five unused mice 
weighing 20 grams (±0.5 gram) each; if 
all animals survive the repeat test, the 
sample is nontoxic. 


§ 141 a. 5 Sodium penicillin, calcium pen¬ 
icillin, potassium penicillin; mois¬ 
ture, pH, microscopical test for crys¬ 
tallinity. 

(a) Moisture. In an atmosphere of 
about 10 percent relative humidity, 
transfer about 100 milligrams of the 
jtoely powdered sample to a tared weigh- 
mg bottle or weighing tube equipped with 


a capillary-tube stopper, the capillary 
having an inside diameter of 0.20 milli¬ 
meter-0.25 millimeter. Weigh the bottle 
or tube and place it in a vacuum oven 
without removing the stopper and dry 
at a temperature of 60° C. and a pressure 
of 5 millimeters of mercury or less for 
3 hours. At the end of the drying period, 
fill the vacuum oven with air dried by 
passing it through a drying agent such 
as sulfuric acid or silica gel. Place 
weighing bottle or tube in a desiccator 
over a desiccating agent such as phos¬ 
phorous pentoxide or silica gel, allow to 
cool to room temperature, and reweigh. 

(b) pH. Dilute the sample to be tested 
with carbon-dioxide-free distilled water 
so that the resulting solution contains 30 
milligrams per milliliter. Determine the 
pH of this solution at 25° C. using a pH 
meter equipped with a glass and a calo¬ 
mel electrode. 

(c) Microscopical test for crystallinity 
of sodium penicillin and potassium peni¬ 
cillin. Mount in mineral oil and ex¬ 
amine by means of a polarizing micro¬ 
scope. Crystalline penicillin shows re¬ 
solvable particles which reveal the 
phenomena of birefringence (interfer¬ 
ence colors) and extinction positions on 
revolving the microscope stage. Crys¬ 
talline penicillin also reveals diagnostic 
refractive indices when examined by the 
immersion method. 

(d) Heat stability —(1) Crystalline 
penicillin, crystalline penicillin G. Store 
a weighed sample (approximately 30 
milligrams) of crystalline penicillin in 
an unstoppered 50-milliliter Erlenmeyer 
flask for 4 days in an electric oven at 
100° C.±l\ At the end of this period it 


does not show a loss of more than 10 per¬ 
cent of its original potency when de¬ 
termined as follows: Dilute a weighed 
sample (approximately 30 milligrams) 
with a 1-percent phosphate buffer at 
pH 6.0 to a concentration of approxi¬ 
mately 1.2 milligrams per milliliter 
(2,000 units per milliliter). Add 2.0-mil¬ 
liliter aliquots to each of two 125-milli¬ 
liter glass-stoppered Erlenmeyer or 
iodine flasks. To one add 2.0 milliliters 
of 1 N NaOH and allow to stand at room 
temperature for 15 minutes. At the end 
of this time add 2.0 milliliters of 1.2 N 
HC1 and add 10 milliliters of 0.01 N I 2 
(prepared from 0.1 N I 2 U. S. P.). (Equal 
volumes of 1IV NaOH and 1.2 N HC1 when 
mixed give pH 1.0.) After 15 minutes, 
titrate the excess iodine, using 0.01 
N Na 2 S 2 0 3 . Toward the end of the 
titration add one drop of starch solution 
or about 5.0 milliliters of CCL. Continue 
the titration by the addition of 0.01 to 
0.02-milliliter portions of 0.01 N NaJEkOa, 
shaking vigorously after each addition. 
The end point is reached when the blue 
color of the starch-iodine complex is 
discharged or when the CC1 layer be¬ 
comes colorless. To the second flask add 
10 milliliters of 0.01 N I, and titrate im¬ 
mediately with 0.01 N Na 2 S 2 O s for the 
blank determination. Divide the differ¬ 
ence in titers by a factor, P, which is the 
number of milliliters of 0.01 N I 2 absorbed 
by 1.0 milligram of sodium penicillin G 
working standard, to obtain the milli¬ 
grams of penicillin sodium salt. Deter¬ 
mine the factor F by actual standardiza¬ 
tion against the sodium penicillin G 
working standard, using the above 
method. 


Difference In titers x potency of PDA penicillin G 
working standard in units per milligram 

Units of penlcUlln G per milligram = Sample we ight (milligrams) in 2.0 millilitersX F 

(Original assay—assay after 4 days at 100* C.) X100 
Percent loss of potency=-Orl'ginal^assay- 


(2) Crystalline penicillin O. Proceed as directed in subparagraph (1) of this 
paragraph, except make the calculations as follows: Divide the difference in titers 
by a factor, F, which is the number of milliliters of 0.01 N L absorbed by 1.0 milli¬ 
gram of the penicillin O working standard, to obtain the milligrams of potassium 
penicillin O. Determine the factor F by actual standardization against the peni¬ 
cillin O working standard. 


Units of penicillin O per milligram = 


Difference in titers x potency of FDA penicillin 
_ working standard in units per milligram 

Sample weight (milligrams) in 2 millilitersX F 


O 


Penicillin O does not show a loss of more 
than 10 percent of its original potency. 

(e) Crystalline penicillin G —(1) Re¬ 
agents. The reagents described in sub¬ 
divisions (i), (ii), and (iii) of this sub- 
paragraph are freshly prepared every 
three days and are of such quality that 
when used in this procedure with a 
known penicillin G not less than 97 per¬ 
cent of penicillin G is recovered. 

(i) Amyl acetate ( iso-amyl acetate ) 
solution. Saturate the amyl acetate 
(boiling range 138.5°-141.5° C.) with the 
N-ethyl piperidine salt of penicillin G 
by adding 2 milligrams of the salt for 
each 1.0 milliliter of the solvent. Cool 
this solution to 0°-8° C. and filter it 
through a sintered-glass filter immedi¬ 
ately before use. 

(ii) Acetone solution. Saturate re¬ 
agent grade acetone with the N-ethyl 
piperidine salt of penicillin G using 3 mg. 


of salt for each 1 milliliter of acetone. 
Cool this solution to 0*-8* C. and filter it 
through a sintered-glass filter immedi¬ 
ately before use. 

(iii) N-ethyl piperidine solution. N- 
ethyl piperidine (boiling range 129.5°- 
131.0* C.) should be stored in brown 
bottles in a refrigerator. Dilute 1.0 mil¬ 
liliter of this reagent with 4.0 milliliters 
of amyl acetate. Saturate this solution 
with the N-ethyl piperidine salt of peni¬ 
cillin G, using about 3 milligrams of the 
salt for each 1.0 milliliter of solution. 
Cool this solution to 0°-8° C. and filter 
it through a sintered-glass filter immedi¬ 
ately before use. 

(iv) Phosphoric acid solution. Pre¬ 
pare by dissolving 1.0 milliliter of reagent 
grade phosphoric acid (85 percent) in 4.0 
milliliters of water. Cool to 0° to 8° C. 
and shake before using. 
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(v) Silica gel. Use dry silica gel 
(mesh size 6-16, Tyler standard). Place 
about 0.5 gram of the silica gel in a 
micro filter funnel (approximately 10- 
millimeter diameter) having a fritted- 
glass disc of medium porosity. 

(2) Procedure. Accurately weigh 
from 60 to 70 milligrams of the sample to 
be tested in a glass test tube or glass vial 
of approximately 10 milliliters capacity. 
Add 2.0 milliliters of water to dissolve 
the penicillin and cool the solution to 0° 
to 5° C. Add 2 milliliters of the amyl 
acetate solution and 0.5 milliliter of 
the phosphoric acid solution, stop¬ 
per and shake vigorously for approxi¬ 
mately 15 seconds. Centrifuge to ob¬ 
tain a clear separation of the two layers 
(approximately 20 seconds). After cen¬ 
trifuging, remove as much of the amyl 
acetate layer as possible (usually about 
1.7 milliliters-1.8 milliliters) with a 2- 
milliliter hypodermic syringe equipped 
with a suitable needle, and add it to the 
filter funnel containing the silica gel. 
Allow the amyl acetate to remain in con¬ 
tact with the silica gel for exactly 20 


seconds, then apply suction and collect 
the filtrate in a small test tube placed in 
a suction flask surrounded by cracked 
ice. Pipette a 1.0-milliliter aliquot of 
the amyl acetate filtrate into a tared flat 
bottom glass tube (approximately 15 x 50 
millimeters) containing 1.0 milliliter of 
the acetone solution and 0.5 milliliter of 
the Af-ethyl piperidine solution. The 
time elapsing between acidification and 
the addition of the filtrate to the above 
reagents should not be more than 3 
minutes. Place the glass tube con¬ 
taining this mixture in a large weigh¬ 
ing bottle, stopper the bottle and allow 
to stand for not less than 2 hours in a 
refrigerator at 0° to 8° C. Remove the 
liquid from the precipitate by means of a 
tared micro filter stick and wash with a 
total of 1 milliliter of the acetone solution 
adding the latter by means of a hypoder¬ 
mic syringe equipped with a fine needle. 
Place the filter stick inside the glass tube, 
dry under vacuum at room temperature 
for not less than 1 hour, and weigh. 
(Save all IV-ethyl piperidine penicillin G 
residues for saturating reagents.) 


Percent of sodium penicillin G — —— W ' ethyl plperlcUlie P enlclllln Precipitate x 159.3 

Weight of sample mg. 

Percent of potassium penlclllln mg ~ W ~ ethyl P^dlne penlc lllln precipitate X166.S 

Weight of sample mg. 


(f) Penicillin K content. Determine 
the content of penicillin K by the fol¬ 
lowing method: Dilute a weighed sample 
or the contents of a vial with 0.3 M phos¬ 
phate (Na 2 HPO< and KH^PO*) buffer pH 
6.0 to give a solution containing approxi¬ 
mately 1,000 units/ml. In the case of 
calcium penicillin where a precipitate of 
calcium phosphate occurs, remove the 
precipitate by filtration and use the clear 
filtrate. Place a 15.0-milliliter aliquot 
of this solution in a 125-milliliter sep¬ 
aratory funnel, add 30.0 milliliters of 
chloroform U. S. P. and shake for 1 
minute. (Carry out all operations at 
room temperature.) Allow the mixture 
to stand with occasional swirling to settle 
the droplets of chloroform until the top 
layer is clear (usually about 10 minutes). 
Draw off all but about 2 milliliters of the 
lower chloroform layer through a small 
pledget of cotton into a glass-stoppered 
flask. Take a 4.0-milliliter aliquot of 
the original solution, a 4.0-milliliter 
aliquot of the buffer solution remaining 
in the separatory funnel and a 10.0-mil¬ 
liliter aliquot of the chloroform solu¬ 
tion and determine the mg ./ml. of 
penicillin in each by the iodometric 
assay procedure described in paragraph 
(d) of this section using 4.0 milliliters of 
the 1 N NaOH and 4.0 milliliters of the 
1.2 iV HC1 for each of the above aliquots. 
Make blank determinations on the same 
size aliquots. Calculate the percent 
penicillin in the buffer layer and in the 
chloroform layer as compared to the 
original solution. The sum of these 
percentages should be 100% ±2%. The 
percent penicillin K=(96.92+% in 
chloroform—% in buffer) X 1.67. (The 
factors in the above formula are based 
on distribution coefficients of penicillin 


K and G between chloroform and aque¬ 
ous phosphate buffer at pH 6.0.) 

(g) Penicillin G content of crystalline 
J penicillin O. Accurately weigh approxi¬ 
mately 300 milligrams of the sample to 
be tested in a 250-milliliter Erlenmeyer 
flask, dissolve in 1.0 milliliter of 2.5 per¬ 
cent KOH solution, add with swirling 
50.0 milliliters of 4.5 percent KMn0 4 so¬ 
lution and heat on the steam bath for 2 
hours, covering the flask with a watch 
glass. Cool to room temperature and 
add 25.0 milliliters of 10 percent oxalic 
acid solution. When the reaction has 
ceased, add 15.0 milliliters of 18 N 
H 2 S0 4 stepwise with agitation and cool¬ 
ing. Add 30.0 grams of NaCl and agitate 
until a clear, colorless solution is ob¬ 
tained. Transfer to a separatory fun¬ 
nel and extract with three portions of 
chloroform, 30 milliliters, 20 milliliters, 
and 10 milliliters in that order. Filter 
the extracts through a pledget of cot¬ 
ton previously moistened with chloro¬ 
form and collect in a second separatory 
funnel. Add 50.0 milliliters of 0.1 N 
NH 4 OH to the combined extracts, shake 
5 minutes and allow the phases to sep¬ 
arate for 10 minutes. Discard all but a 
few milliliters of the chloroform layer. 
Draw off the last few milliliters of chlo¬ 
roform and about 15.0 milliliters of the 
NH 4 OH layer into a glass-stoppered test 
tube and centrifuge 2 minutes to obtain 
a clear aqueous layer. Prepare a blank 
by shaking 50.0 milliliters of 0.1 N 
NH 4 OH with 60.0 milliliters of chloro¬ 
form as described above. Determine the 
absorbance of the blank compared with 
0.1 N NH.OH at 220 my and 224mAi. De¬ 
termine the absorbance of the sample at 
220 m^ and 224 my compared with the 
blank. Calculate the quantity of ben- 


mi’.l 


tion aCld ln 016 solution from th e equa. 
__ 12(4224)-(4220) 
rb-a 

concentration of milligrams per mi 
liliter of benzoic acid in sample 
absorbance per milligram of benzol 
acid U.S.P. per milliliter of 01 
NH 4 OH at 220 imi. 
absorbance per milligram of benz< 
acid U.S.P. per milliliter of 01 
NH 4 OH at 224 m/tt. 
absorbance of blank a t 220 m*. 
absorbance of blank at 22 T~m^ 
absorbance of sample at 220 m/t] 
absorbance of sample at 224 m/i! 


where: 
x— 

A = 


B = 


R = 

4220 = 
4224 = 


Calculate the quantity of penicillin 
in the sample from the equation: 

3.05X(50)(100) 

Weight of sample in milligrams 

=percent penicillin G, 

(h) Penicillin O content, (l) Accu¬ 
rately weigh approximately 100 milli- 
grams of the sample in a 2 5-milliliter 
glass-stoppered test tube and add 5.0 
milliliters of chloroform (previously! 
washed with water) and 15 milliliters of| 
distilled water. Place the tube in an 
ice bath for 5 minutes and then add 1.5 
milliliters of 1 to 4 H-PO*. Shake the 
tube vigorously for 2 minutes, centrifuge 
for 1 minute to separate the layers, and 
withdraw the lower chloroform layer 
with the aid of a 10-milliliter hypo¬ 
dermic syringe equipped with a 3-inch 
needle. Superficially dry the chloro¬ 
form by filtering through a pledget of 
cotton, using a U-shaped funnel to re¬ 
duce evaporation during filtration. Col¬ 
lect the filtrate in a 5-milliliter glass- 
stoppered bottle and use within an hour. 
Place this chloroform solution in the 
absorption cell, which consists of two 
rock-salt plates with a 1.0-millimeter 
polyethylene spacer between them, 
clamped firmly in the cell holder. Ad¬ 
just the amplification of a suitable | 
infrared spectrometer to full-scale de-i 
flection for 1 yv., set the slit opening at I 
0.300 millimeter, and record the spec-[ 
trum from 10.7 y to 9.4 y , taking a zero! 
reading (shutter closed) at the begin-j 
ning and at the end of the run. Calcu-I 
late the baseline absorbance from the | 
following equation: 

4 b =Log 10 ^- 

where: 

4 b = baseline absorbance. 

J b = distance from the zero line to the | 
transmission peak at 10.3 /t. 

l v — distance from the zero line to the max¬ 
imum absorption of the band at ■ 
10.1 y. 

The absorptivity, a, of the sample in the I 
particular cell being used is calculated | 
as follows: 

A b 


Weight of sample* 

Using an accurately weighed sample of I 
about 100 milligrams of the potassium 
penicillin O working standard in the I 
above procedure, determine its absorp* | 
tivity in the same cell. Obtain the per- 1 
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nt nenicillin O in the sample under 
by the following calculation: 

[(sample) x !oo= percent potassium penl- 
(standard) cillin O. 

95 . 6 = percent sodium penl- 
^standard)' cillin O. 

(2) If the sample is potassium penicil- 
D 0 the following method may be used: 
[rind the sample to a uniform powder, 
sing a mortar and pestle. Weigh, by 
ifference, 100 milligrams to 150 milli- 
rams of liquid petrolatum into an agate 
lortar Divide the actual weight of the 
quid petrolatum by three, and add 
jactly this amount of the powdered 
enicillin O to the liquid petrolatum in 
ie mortar. Mix with a small spatula 
ad then mull thoroughly with the 
estle until a uniform consistency is ob- 
lined. Use two circular rock-salt 
[ates, each 2 inches in diameter, as the 
bsorption cell. Place a small drop of 
lemull in the center of one of the rock- 
dt plates. Place a brass spacer, 0.0036- 
iick, on the plate. (This spacer is cut 
i the shape of a circular gasket with a 
■inch center hole and a slit to permit 
ie escape of air when the two plates are 
ressed together.) Put on the top salt 
late gently and slowly squeeze together 
) spread the mull uniformly. Clamp 
ie two plates firmly together in a metal 
ell holder. (The cell holder consists of 
t?o metal plates, one containing a rec- 
angular center slit ^-inch wide x %- 
nch long, the other with a center hole 1 
nch in diameter. The two plates are 
lamped together by means of threaded 
tuds and nuts.) Examine the assembled 
ell by holding it up to the light. It 
hould appear smooth, free of any air 
ubbles, and not in contact with the 
pacer. Place the cell in a suitable in- 
rared spectrophotometer. Adjust the 
mplification of the spectrometer to full- 
cale deflection for 1 /*v., set the slit 
ipening to about 0.300, and run the 
pectrum from 9.4 n to 10.7 fi, using an 
lutomatic slit-control mechanism and 
aking a zero reading (shutter closed) at 
he beginning and at the end of the run. 
)raw a baseline between two points, one 
in each side of the analytical band 
10.1 (i), and calculate the baseline 
ibsorbance, using the following equa- 
ion: 

Ab=iog 10 T- 
. L v 

mere: 

Jp= baseline absorbance. 

4= distance from the zero line to the 
maximum absorption of the band, 
distance from the zero line to the 
baseline,- measured at the same 
wavelength as I p . 

Jsing known mixtures of penicillin G 
forking standard and penicillin O work- 
JiS standard, prepare a standard curve 
v plotting the baseline absorbance 
ames obtained against the percent peni- 
™ Obtain the percent penicillin O 
the sample under test from this stand- 
ira curve. 

' l41 . a *6 Sodium penicillin, calcium pen- 

cur n x P ° lassium P en * c ^ n? P en l- 

,i)! s ? olve the contents of a 100,000 unit 
Pul m about 20 milliliters of ice cold 
No. 251—pt. n-2 


distilled water. Transfer quantitatively 
to a 100-milliliter volumetric flask, 
rinsing the ampul with small portions of 
ice cold water and make to 100 milliliters. 
Pipette a 50.0-milliliter aliquot into a 
125-milliliter separatory funnel, then 
add 50.0 milliliters of cold chloroform 
and shake the mixture. Add an amount 
of approximately 1 N H 2 S0 4 to bring the 
pH of the aqueous layer to 2.0. (The 
amount of 1 N H 2 S0 4 to be added is 
calculated by titrating a separate 5.0- 
milliliter aliquot of the 100-milliliter 
dilution to pH 2.0 using a suitable pH 
meter.) Shake the mixture vigorously 
for one minute. Allow the layers to 
separate and filter the chloroform 
through a small pledget of cotton, moist¬ 
ened with chloroform, into a second 125- 
milliliter separatory funnel. Shake the 
acid aqueous solution with a second 50.0 
milliliters of cold chloroform and, when 
the layers have separated, withdraw the 
chloroform through the same filter into 
the second separatory funnel. Immedi¬ 
ately neutralize the acid aqueous solu¬ 
tion, containing the penicillin X, with 
0.1 N NaOH to pH 6.5 to 7.0 using the pH 
meter and make to 100 milliliters with 
water. Make appropriate dilutions in 
1 percent phosphate buffer at pH 6.0 and 
assay as directed in § 141a.l (f) or (h). 
Shake the combined chloroform ex¬ 
tracts, containing any penicillin G, etc., 
with small successive portions of cold 
NaHCO* solution (0.1 percent), until the 
combined NaHCO* extracts give a pH of 
7.0, and make to 100 milliliters with 
water. Make the proper estimated dilu¬ 
tions in 1 percent phosphate buffer at 
pH 6.0. Assay these last dilutions as 
directed in § 141a.1 (f) or (h). The 
potency of the penicillin X fraction plus 
potency of the penicillin G, etc., fraction 
should approximate that of the potency 
of the original solution. All of the above 
extractions should be carried out in a 
cold room. 

§ 141a.7 Penicillin in oil and wax. 

(a) Potency. Proceed as directed in 
§ 141a.l except paragraph (i) thereof 
and, in lieu of the directions in § 141a.l 
(d) prepare sample as follows: Liquefy 
the sample by warming, thoroughly mix, 
and withdraw 1.0 milliliter using a sterile 
syringe equipped with an 18-gauge 
needle. Transfer to a separatory funnel 
containing approximately 50 milliliters 
of peroxide-free ether. Shake the 
separatory funnel vigorously to bring 
about complete mixing of the material 
with the ether. Shake with a 25-milli¬ 
liter portion of 1 percent phosphate 
buffer at pH 6.0. Remove the buffer 
layer and repeat the extraction with 
three 25-milliliter quantities of buffer. 
Combine the extracts and make the 
proper estimated dilutions in 1 percent 
phosphate buffer at pH 6.0. The sample 
may also be prepared by transferring 
aseptically 1.0 milliliter of the penicillin 
in oil and wax to a blending jar contain¬ 
ing 100 milliliters of 1 percent phosphate 
buffer at pH 6.0. Using a high-speed 
blender, blend this mixture for 1 minute 
and then make the proper estimated 
dilutions in 1 percent phosphate buffer at 
pH 6.0. If the label represents the 
potency of the penicillin in oil and wax 


as 200,000 units per milliliter or less, it 
is satisfactory if it is 85 percent or more 
of the potency so represented; if repre¬ 
sented as more than 200,000 units per 
milliliter, it is satisfactory if it is 90 per¬ 
cent or more of the potency so repre¬ 
sented. 

(b) Sterility . Transfer aseptically di¬ 
rectly to the tubes of the medium the 
entire contents of single-dose containers 
or the equivalent of approximately 300 
milligrams (activity) from each mul¬ 
tiple dose container, and proceed as di¬ 
rected in § 141a.2. 

(c) Moisture —(1) Reagents —(i) Karl 
Fischer reagent. Preserve the reagent in 
glass-stoppered bottles and use from an 
all glass automatic burette, protecting 
the solution from the moisture in the air. 

(ii) Water-methanol solution. Use 
methanol containing approximately 1 
mg. of water per milliliter. Store the 
solution in a glass bottle attached to an 
automatic burette and protect from 
moisture in the air at all times. 

(2) Standardization of Karl Fischer 
reagent . Add a known volume of the 
Karl Fischer reagent to a suitable titrat¬ 
ing vessel which has been previously 
dried at 105° C. and cooled in a desicca¬ 
tor. Introduce a mechanical stirrer and 
two platinum electrodes which are con¬ 
nected to a suitable electrometric appa¬ 
ratus for measurement of the endpoint. 
Start the stirrer and titrate with the 
water-methanol solution until the end¬ 
point is reached. Calculate the milli¬ 
liters of Karl Fischer reagent equivalent 
to each milliliter of water-methanol. 

Add an accurately weighed quantity of 
water (approximately 50 milligrams) to 
a dry titrating vessel, add an excess of 
the Karl Fischer reagent and back titrate 
with the water-methanol solution as 
above. Calculate the milligrams of 
water equivalent to each milliliter of the 
Karl Fischer reagent. Standardize the 
Karl Fischer reagent in this manner 
daily. 

w 

where 

e=milligrams of water equivalent to 1 ml. 
Karl Fischer reagent. 

to=weight of water in milligrams. 

v x =volume of Karl Fischer reagent used. 

v a =volume of methanol used. 

/=volume ratio of Karl Fischer reagent to 
water-methanol solution. 

(3) Procedure. Transfer 1.0 milliliter 
of the penicillin in oil and wax to a dry 
titrating vessel, add 10 milliliters of dry 
chloroform and an excess of the Karl 
Fischer reagent and back titrate with the 
water-methanol solution until the end¬ 
point is reached. Transfer 10 milliliters 
of the dry chloroform used to a dry ti¬ 
trating vessel, add an excess of Karl 
Fischer reagent, and titrate with the 
water-methanol as above. Calculate the 
milliliters of Karl Fischer reagent equiv¬ 
alent to 10 milliliters of chloroform. 


Percent moisture 


xexlOO 

8X1000 


where 

b = milliliters Karl Fischer reagent equiva¬ 
lent to 10 ml. of chloroform 
s*= volume of the sample in milliliters. 


(d) Measurement of penicillin particle 
size . Vigorously shake the container .to 
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obtain an even suspension of the penicil¬ 
lin particles and immediately withdraw 
therefrom approximately 0.5 milliliter of 
the drug into a clean, dry, tuberculin 
syringe using a dry 18-gauge needle. 
Discard approximately the first 5 drops 
of the mixture extruded from the needle 
and then extrude approximately 1 minim 
of the remaining mixture into a test tube 
containing 3 to 4 milliliters of light min¬ 
eral oil. Thoroughly mix the contents 
of the tube and by means of a bacterio¬ 
logical loop (2 millimeters inside diam¬ 
eter, 22 gauge wire), immediately place 
one loopful of the suspension on each 
ruled chamber of a bright line hemocy- 
tometer. (It is not necessary to use a 
cover slip.) Confirm by means of the 
low power objective of the microscope 
the even distribution of particles over 
the ruled areas of both chambers and re¬ 
peat with another loopful of the suspen¬ 
sion if even dispersion is not obtained. 

Use a magnification of 430 or 440 diam¬ 
eters and a calibrated ocular microm¬ 
eter to measure the penicillin particles. 
For the purpose of measurement and 
calculation, the predominant type of 
crystals observed shall be considered to 
represent the type of crystals present 
and the thickness and density of all par¬ 
ticles shall be considered constant. Cen¬ 
ter a large penicillin particle in the 
microscopic field; measure the particle 
and all other particles in the field and 
repeat this operation on other fields 
until at least 200 particles are measured. 
Particles of less than 5 microns in length 
are disregarded. The grouping of the 
particles by length, the midpoint, the 
ratio of the midpoints, and the square 
of the ratio of the midpoints for each 
group are tabulated below: 


Group 

Length 

in 

microns 

Mid¬ 

point 

Ratio of 
mid¬ 
points 

(Ratio)* 

1. 

5-14 

9.5 

1.00 

1.00 

2. 

15-29 

22.0 

2.31 

5.34 

3. 

. 30-49 

39.5 

4.16 

17.31 

4. 

60-69 

59.6 

6.26 

39.19 

6.. 

70-99 

84.5 

8.89 

79.03 

6. 

100-149 

124.5 

13.10 

171.61 

7. 

150-199 

174.5 

18.36 

337.09 

8. 

200-249 

224.5 

23.63 

558.38 

9. 

250-300 

275.0 

28.95 

838.10 


Calculate the percent particles in each 
group from the total number measured. 
Determine the percent relative weight for 
each group as follows: 

Plate type particles. Relative weight— 
(ratio) f x% of total particles in group. 

% relative weight = g- a “ Te WelghtXl0 ° 
total relative weight 

Rod-shaped particles. In the case of rod¬ 
shaped particles measure the width as well as 
the length. 

Relative weight-ratio x average width X % 
of total particles in group 

% relative weight- relatlVeWelghtX 100 
total relative weight 

When examined by the method de¬ 
scribed in this section not less than 50 
percent of the total relative weight of the 
penicillin in the drug consists of penicil¬ 
lin having a particle size of not less than 
50 microns in length. 


§ 141a.8 Penicillin ointment. 

(a) Potency. Proceed as directed in 
§ 141a.l, except paragraph (i) of that 
section, and in lieu of the directions in 
§ 141a.l(d), prepare the sample by one 
of the following techniques: 

(1) Extraction. Place a representa¬ 
tive portion of the sample (usually ap¬ 
proximately 1 gram, accurately weighed) 
or the entire contents of a single-dose 
container in a separatory funnel con¬ 
taining 50 milliliters of peroxide-free 
ether. If the sample consists of sub¬ 
stantially more than 1 gram, use 100 
milliliters of peroxide-free ether. Shake 
the sample and ether until homogeneous. 
Add 25 milliliters of 1-percent phosphate 
buffer, pH 6.0, and shake. If the sample 
consists of substantially more than 1 
gram, use 50 milliliters of buffer. Allow 
the layers to separate. Remove the 
buffer layer and repeat the extraction 
with new portions of buffer at least three 
times and any additional times necessary 
to ensure complete extraction of the 
antibiotic. Combine the extractives and 
make the proper estimated dilutions with 
buffer. 

(2) Blending. Place an accurately 
weighed representative portion of the 
sample (usually approximately 1 gram), 
or the entire contents of a single-dose 
container, in a blending jar containing 
1.0 milliliter of polysorbate 80 and suffi¬ 
cient 1-percent phosphate buffer, pH 6.0, 
to give a final volume of 200 milliliters! 
If the sample consists of substantially 
more than 1 gram, use sufficient buffer to 
give a final volume of 500 milliliters. 
Using a high-speed blender, blend the 
mixture for 2 minutes and then make the 
proper estimated dilutions with buffer. 
Its content of penicillin is satisfactory if 
it contains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(b) Moisture. Proceed as directed in 
§ 141a.7 (c), using a weighed sample of 
approximately 1 gram dissolved in 10 
milliliters of a mixture of equal parts of 
dry chloroform and carbon tetrachloride, 
but in lieu of calculating the milliliters 
of Karl Fischer reagent equivalent to 10 
milliliters of chloroform, determine the 
milliliters of reagent equivalent to 10 
milliliters of the mixture of chloroform 
and carbon tetrachloride. 

§ I41a.9 Penicillin tablets. 

(a) Potency —(1) Tablets that do not 
contain procaine penicillin G, benzathine 
penicillin G, penicillin V , or potassium 
penicillin V . Proceed as directed in 
§ 141a.l, except § 141a.l (i), and in lieu 
of the directions in § 141a.l(d) prepare 
the sample by one of the following 
methods: 

(i) Grinding. Grind a representative 
number of tablets (usually 5 to 12), using 
a mortar and pestle. Transfer all the 
powder or a weighed aliquot of the pow¬ 
der to an appropriate volumetric flask 
and make to mark by adding sufficient 
phosphate buffer, and shake thoroughly. 
Make the proper estimated dilutions in 1 
percent phosphate buffer, pH 6.0. 

(ii) Blending. Place a representative 
number of tablets (usually 5 to 12) in a 
blending jar and add thereto approxi¬ 


mately 200 milliliters of a 500-miim 
quantity of 1 percent phosphate h, 
PH 6.0. After blending for i ^ 
with a high-speed blender, add the 
mamder of the 500 milliliters of hi 
Blend again for 1 minute and make i 
proper estimated dilutions in l nero 
phosphate buffer, pH 6.0. ^ 

(iii) Dissolving, if the tablets 
solve readily, dissolve a represent^ 
number of tablets (usually 5 to 12 ) j 
percent phosphate buffer, pH 6 0 
make the proper estimated dilutions ii 
percent phosphate buffer, pH 6 0 
(2) Tablets that contain benzathi 
penicillin G. Proceed as directed! 

§ 141a.1, except § 141a.l(i), and in 1 
of the direction in § 141a.l(d) prep*, 
the sample as follows: Grind 6 tabl3 
using a mortar and pestle, and add sj 
ficient formamide or dimethylfonr 
mide (previously adjusted, if necesj 
to pH 6 to 7 with a few drops of concei 
trated H 2 SO 4 per liter) to give a coned 
tration of not more than 15,000 units? 
milliliter. Allow to stand for l / 2 
with frequent agitation, then make 1 
proper estimated dilutions in 1 perc( 
phosphate buffer at pH 6.0. The samL 
may also be prepared by one of the fol 
lowing methods: Place 6 tablets in| 
blending jar containing 100 milliliters I 
a 500-milliliter quantity of redistill! 
methyl alcohol. After blending for] 
minute with a high-speed blender, al 
the remainder of the 500-milliliter qua! 
tity of redistilled methyl alcohol. Bled 
again and make the proper estimatl 
dilutions, using 1.0 percent phosphal 
buffer, pH 6.0, or grind a representatif 
number of tablets (usually 5 to 12 ), usiif 
a mortar and pestle. Add sufficient r! 
distilled methyl alcohol to the powdej 
or a weighed aliquot of the powder, 
give a concentration of 2,000 units I 
5,000 units per milliliter. Allow to staid 
for y 2 hour, with frequent agitation, the! 
dilute with sufficient 1.0 percent pho| 
phate buffer, pH 6.0, to give a stock s 
tion of not less than 200 units per mill! 
liter. Make the proper estimated dilii 
tions, using 1.0 percent phosphate buffej 
pH 6.0, to give a concentration of 1.0 1 
per milliliter. If the iodometric as< 
method is used, proceed as directed i 
§ 141a.84(a) ( 1 ). 

(3) Tablets that contain procaine pet 
icillin G. Proceed as directed in § 141a.J 
except §141a.l(i), and in lieu of 
directions in §141a.l(d), prepare 
sample as follows: Grind a representa 
tive number of tablets (usually 5 to 12| 
using a mortar and pestle. To thl 
powder, or a weighed aliquot of thl 
powder, add sufficient redistilled methaj 
nol to give a concentration of 10,000 1 
100,000 units per milliliter. Agitat^ 
thoroughly and dilute further with i 
ficient 1 percent phosphate buffer, pEI 
6 . 0 , to give a concentration of 2,000 unit^ 
per milliliter (estimated) if the iodometi 
ric assay method is used, or a concentra-J 
tion of 1.0 unit per milliliter (estimated)J 
if the bioassay method is used. 

(4) Tablets that contain penicillin l 
Using the penicillin V working standa: 
as the standard of comparison, procei 
as directed in subparagraph (3) of I 
paragraph. 
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... Tablets that contain potassium 
Tjii, „ v. Using the penicillin V 
—rZ no standard as the standard of 
larison, proceed as directed in sub¬ 
graph (1) of this paragraph. 

v average potency of penicillin tablets 
Satisfactory if they contain not less 
85 percent of the number of units 
£ tablet that they are represented to 

to? Moisture . Use 4 tablets and pro¬ 
ved as directed in § 141a.5(a), except 
hat if they contain benzathine penicillin 
} or penicillin V proceed as directed 
j §141a.26(e). 

(c) Disintegration time —(1) Uncoated 
filets. Proceed as directed in the 
LSP using simulated gastric fluid test 
ulution. The tablets are satisfactory if 
hey disintegrate within 1 hour. 

(2) Plain coated tablets. Proceed as 
irected in the U.S.P. If the tablets 
lave not distintegrated after 30 minutes 
n the gastric fluid, use simulated in- 
estinal fluid for an additional 30 min- 
ites. The tablets are satisfactory if 
hey disintegrate within 1 hour. 

141a.l0 Potassium penicillin V (po¬ 
tassium penicillin V salt). 


(a) Potency. Using the penicillin V 
working standard as the standard of 


comparison, proceed as directed in 
§ 141a.l. 

(b) Toxicity . Proceed as directed in 
§ 141a.81 (b). 

(c) Moisture. Proceed as directed in 
§ 141a.5 (a) or § 141a.26 (e). 

(d) pH. Proceed as directed in 
§ 141a.5 (b), using an aqueous solution 
prepared by adding 30 milligrams per 
milliliter. 

(e) Microscopical test for crystallin¬ 
ity. Proceed as directed in § 141a.5 (c). 

(f) Penicillin V content. Accurately 
weigh approximately 50 milligrams of 
the sample, dissolve in 0.1 N NaOH so¬ 
lution, and make to 100 milliliters with 
0.1 N NaOH solution. Determine the 
absorbance of the sample at the absorp¬ 
tion peak at 275 m y using a suitable 
ultraviolet spectrophotometer and 
quartz cells. Set the instrument to 100- 
percent transmission with 0.1 N NaOH 
solution. If a recording spectrophotom¬ 
eter is used, record the ultraviolet ab¬ 
sorption spectrum from 240 m/i to 290 
m^. If a nonrecording instrument is 
used, determine the absorbance (of a 
solution containing 20 milligrams per 
100 milliliters) at the 275 m p absorp¬ 
tion peak, using a slit width of 0.5 milli¬ 
meter or less. (The exact position of 
the peak should be determined for the 
particular instrument used.) 


Absorbance at 276 m/i X 100,000 X100 

Percent potassium penicillin v - muigrams of samp i e (ln ioo milliliters) Xfl w X90.2 
Ptoere: 

a»,=absorptivity (1%, 1 cm.) of the penicillin V working standard similarly treated. 
90.2=percentage of penicillin V in pure potassium penicillin V. 


§ 141a.14 Penicillin with vasoconstrictor. 

(a) Penicillin used in the packaged 
combination —(1) Potency. Unless it is 
penicillin tablets, proceed as directed in 
§ 141a.l. If it is penicillin tablets, 
proceed as directed in § 141a.9(a). 

(2) Toxicity, moisture, pH, crystallin¬ 
ity, heat stability, penicillin G content. 
Proceed as directed in §§ 141a.4 and 
141a.5. 

(b) Dry mixture of penicillin with 
vasoconstrictor; potency, moisture. Pro¬ 
ceed as directed in §§ 141a.l and 141a.5 

(a). 

§ 141a.l5 Penicillin for surface appli¬ 
cation. 

(a) Potency. Proceed as directed in 
§ 141a.9(a) using the contents of 12 im¬ 
mediate containers. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a). 

§ 141a.16 Tablets aluminum penicillin. 

(a) Potency. Proceed as directed in 
§ 141a.9 (a), using citrate buffer at pH 
6.3 for making working dilutions of the 
working standards and for the sample 
under test in lieu of phosphate buffer. 
The citrate buffer is of the following 
composition: 

Grams 


Citric acid_ 52. 9 

Sodium hydroxide (pellets)- 28. 25 

Sodium citrate- 388.0 


Make up to 4000 ml. with distilled water. 

(b) Moisture. Proceed as directed in 
5 141a.5 (a). 

(c) Disintegration time. Proceed as 
directed in § 141a.9(c). 


jl41a.ll Penicillin with aluminum hy¬ 
droxide gel. 

(a) Sodium penicillin, calcium peni¬ 
cillin, potassium penicillin. Proeeed as 
directed in §§ 141a.l, 141a.2, 141a.4, and 
141a.5 (a) and (b); if crystalline penicil¬ 
lin, § 14 la. 5 (c), (d) and (f); and if 
crystalline penicillin G, § 141a.5(e). 

(b) Aluminum hydroxide gel. Thor¬ 
oughly shake the aluminum hydroxide 
gel and transfer aseptically 1.0 and 0.1- 
milliliter portions in triplicate to sterile 
Petri dishes. Pour into each Petri dish 
20 milliliters of nutrient agar, described 
in §141a.l (b) (1), which has been 
melted and cooled to 48° C. Thoroughly 
mix the aluminum hydroxide and melted 
agar. Allow the agar to solidify, invert 
the Petri dishes, and incubate for 48 
*iours at 32° C.-35 0 C. Count the number 
of colonies appearing on the plates and 
calculate therefrom the number of viable 
bacteria per milliliter of the aluminum 
hydroxide gel. 


§ I41a.l2 Penicillin troches. 

(a) Potency. Proceed as directed in 
51 ; la l » except paragraph (i) thereof 
and, in lieu of the directions in § 141a.l 
in), prepare sample as follows: 

(1) . If the troche does not contain a 
masticatory substance, proceed as di- 
fected in § 141a.9 (a). 

(2) If the troche contains paraffin as 
? Masticatory substance, place five 

oches in a separatory funnel containing 
« nil. of N-hexane; shake until the 

mttriN? are diss °l v ed. Shake with a 25- 
jnnnliter portion of 1 percent phosphate 
uner at pH 6.0. Remove the buffer layer 


and repeat the extraction with three 25- 
milliliter quantities of buffer. Combine 
the extracts and make the proper esti¬ 
mated dilutions in 1 percent phosphate 
buffer at pH 6.0. 

(3) If the troche contains gum as a 
masticatory substance, cut each of five 
troches into fine pieces and place in a 
glass blending jar containing 100 milli¬ 
liters of a 50 percent acetone-water solu¬ 
tion. Using a high-speed blender, blend 
for 3 to 5 minutes. Add an additional 100 
milliliters of a 50 percent acetone-water 
solution to the blender and blend for an 
additional 3 to 5 minutes, and then make 
the proper estimated dilutions in 1 per¬ 
cent phosphate buffer at pH 6.0. 

The average potency of the troche is 
satisfactory if it contains not less than 
85% of the number of units it is repre¬ 
sented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a), or if it contains a mastica¬ 
tory substance proceed as directed in 
§ 141a.7 (c), using 1.0 to 2.0 grams dis¬ 
solved in 10 milliliters of dry chloroform. 

§ 141a. 13 Penicillin dental cones. 

(a) Potency. Proceed as directed in 
§ 141a.l, except paragraph (i) thereof 
and, in lieu of the directions in § 141a.l 

(d), prepare sample using 5 cones as 
directed in §141a.9(a). The average 
potency of the cone is satisfactory if it 
contains not less than 85 percent of the 
number of units per cone it is represented 
to contain. 

(b) Moisture . Proceed as directed in 
§ 141a.5 (a). 


§ 141a.l7 Penicillin sulfonamide pow¬ 
der. 

(a) Potency. Proceed as directed 
in § 141a.9 (a), except prepare the sam¬ 
ples as follows: Accurately weigh 0.5 
gram from each of the immediate con¬ 
tainers and dissolve in 100 milliliters of 
1.0 percent phosphate buffer, pH 6.0. 
Prom this solution make the proper esti¬ 
mated dilutions in 1.0 percent phosphate 
buffer at pH 6.0. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a). 

(c) Sterility. Transfer aseptically di¬ 
rectly to the tubes of the medium ap¬ 
proximately 0.5 gram from each con¬ 
tainer tested, and proceed as directed in 
§ 141a.2. 

§ 141a. 18 Penicillin vaginal supposi¬ 
tories. 

(a) Potency. Proceed as directed in 
§ 141a.l except paragraph (i) thereof 
and in lieu of the directions in § 141a.1 

(d) prepare sample as follows: 

Place 5 suppositories in a separatory 
funnel containing 150 milliliters of per¬ 
oxide-free ether. Shake the separatory 
funnel vigorously to bring about com¬ 
plete mixing of the material with the 
ether. Shake with a 25-milliliter portion 
of 1 percent phosphate buffer at pH 6.0. 
Remove the buffer layer and repeat the 
extraction with three 25-milliliter quan¬ 
tities of buffer. Combine all extracts and 
make the proper estimated dilutions in 1 
percent phosphate buffer at pH 6.0. The 
sample may also be prepared as follows: 
Place 5 suppositories in a glass blending 
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jar containing 200 milliliters of 1 percent 
phosphate buffer at pH 6.0. Using a 
high-speed blender blend for 3 minutes 
and make the proper estimated dilution 
in 1 percent phosphate buffer at pH 6.0. 
The average potency of the suppository is 
satisfactory if it contains not less than 
85 percent of the number of units it is 
represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.7 (c) using a weighed suppository 
dissolved in 10 milliliters of dry chloro¬ 
form and 2 milliliters of methanol from 
the titrating burette. (Correct for the 
amount of moisture in the solvents used.) 

§ 141a. 19 Buffered crystalline penicillin. 

Proceed as directed in §§ 141a. 1, 
141a.2 f 141a.3, 141a.4, 141a.5 and 141a.6. 

§ 141a.20 Capsules buffered penicillin 
with pectin hydrolysate. 

(a) Potency. Proceed as directed in 
§ 141a. 1 except paragraph (i) thereof 
and in lieu of the directions in § 141a. 1 
(d) prepare samples as follows: 

Place the contents of 12 capsules and 
the empty capsules into a 500-milliliter 
volumetric flask. Add approximately 200 
milliliters of 1 percent phosphate buffer 
at pH 6.0, shake until the powder has dis¬ 
solved and the capsules have gelatinized 
and make to 500 milliliters with the phos¬ 
phate buffer. Make the proper estimated 
dilutions in 1 percent phosphate buffer 
at pH 6.0. The average potency of cap¬ 
sules buffered penicillin with pectin hy¬ 
drolysate is satisfactory if it contains not 
less than 85 percent of the number of 
units per capsule it is represented to 
contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) utilizing the contents of 4 
capsules. 

§ 141a.21 Capsules penicillin and no¬ 
vobiocin. 

(a) Potency —(1) Penicillin content — 

(i) Plate assay. Proceed as directed in 
§ 141a.l, with the following exceptions: 

(a) In lieu of the directions pre¬ 
scribed by § 141a.l (d), prepare the sam¬ 
ple by dissolving the contents of a rep¬ 
resentative number of capsules (usually 
5 to 12) in sufficient 1.0-percent potas¬ 
sium phosphate buffer (pH 6.0) to give 
a stock solution of convenient concen¬ 
tration. 

(b) In lieu of the directions prescribed 
by § 141a.l (e), use as the test orga¬ 
nism the novobiocin-resistant strain 
of Staphylococcus aureus (ATCC 12692). 
Maintain the organism on agar con¬ 
taining 10 micrograms of novobiocin 
per milliliter. Prepare an organism sus¬ 
pension by washing the organism from an 
agar slant (which has been incubated for 
24 hours at 32° C.-35* C.) with 3.0 milli¬ 
liters of sterile physiological saline solu¬ 
tion onto a large surface of agar 
containing 10 micrograms of novobiocin 
per milliliter. A Roux bottle containing 
300 milliliters of agar is satisfactory. In¬ 
cubate 24 hours at 32° C.-35° C. Wash 
the resulting growth from the agar sur¬ 
face with sufficient sterile physiological 
saline solution, so that a tenfold dilution 
of the bulk suspension will give 20-per¬ 
cent light transmission, using a suitable 
photoelectric colorimeter with a 650- 


millimicron filter and an 18-millimeter- 
diameter test tube as an absorption cell. 
Run test plates to determine the quantity 
of bulk suspension (usually 1 milliliter) 
that should be added to each 100 milli¬ 
liters of agar to give clear, sharp zones of 
inhibition of appropriate size. 

(ii) Iodometric assay. Proceed as di¬ 
rected in § 141a.5 (d) (1), with the fol¬ 
lowing exceptions: Use the contents of 
a representative number of capsules 
(usually 5 to 12) dissolved in sufficient 
1.0-percent potassium phosphate buffer 
(pH 6.0) to give a concentration of 2,000 
units per milliliter (estimated). In the 
blank determination add 1 drop of 1.2 
N HC1 to the 2.0-milliliter aliquot of the 
assay solution immediately before the 
addition of the 10.0 milliliters of 0.01 N 
iodine. Prepare the inactivated solution 
as follows: To 5.0 milliliters of the assay 
solution add 10.0 milliliters of 1 N NaOH 
and allow to stand at room temperature. 
After 15 minutes add 10.0 milliliters of 
1.2 N HC1, mix well, and filter through 
filter paper. To 10.0 milliliters of clear 
filtrate add 10.0 milliliters of 0.01 N 
iodine. 

Its content of penicillin is satisfactory if 
it contains not less than 85 percent of the 
number of units per capsule that it is 
represented to contain. 

(2) Novobiocin content . Proceed as 
directed in paragraph (c) (1) of this 
section, except prepare the sample as 
follows: Place a representative sample 
(usually 5 to 12 capsules) in a blending 
jar containing 200 milliliters of 0.1 M 
potassium phosphate buffer (pH 8.0) and 
blend for 1 minute with a high-speed 
blender. To an aliquot add sufficient 
penicillinase to inactivate the penicillin, 
further dilute with 1-percent potassium 
phosphate buffer (pH 6.0) to give a final 
concentration of 0.5 microgram per mil¬ 
liliter (estimated) and allow to stand for 
^-hour at 37° C. Its content of novo¬ 
biocin is satisfactory if it contans not less 
than 85 percent of the number of milli¬ 
grams per capsule that it is represented 
to contain. 

(b) Moisture. Proceed as directed in 
5 141a.5 (a). 

(c) Novobiocin used in making the 
capsules —(1) Potency — (i) Cylinders 
(cups). Use cylinders described in 
§ 141a.l (a). 

(ii) Culture media, (a) Use the nutri¬ 
ent agar described in § 141a.l (b) (1) for 
the seed layer and for carrying the 
organism. 

( b ) Use the nutrient agar described in 
9 141a.l (b) (2) for the base layer. 

(iii) Working standard. Dissolve a 
suitable weighed quantity (30 to 50 milli¬ 
grams) of the working standard (ob¬ 
tained from the Food and Drug Adminis¬ 
tration) dried as described in § 141a.5(a) 
in 2 milliliters of ethyl alcohol and 
then add sufficient 0.1 M potassium 
phosphate buffer (pH 8.0) to give a con¬ 
centration of 1,000 micrograms per milli¬ 
liter. This stock solution may be kept 
for 30 days when stored under refrig¬ 
eration. 

(iv) Preparation of sample. Dissolve 
in sufficient 0.1 M potassium phosphate 
buffer (pH 8.0) to give a convenient stock 
solution. Further dilute in 1.0-percent 


potassium phosphate buffer (pH eni 
give a final concentration of o 5 ml 
gram per milliliter (estimated)' 

(v) Preparation of test organism th 
test organism is Staphylococcus epidd 
midis (American Type Culture r? 
lection 12228) which is maintained 
slants of agar described under subdi 1 
sion (ii) (a) of this subparagraph vM 
the organism from the agar slant wid 
3 milliliters of sterile physiological salir 
solution onto a large agar surface sud 
as that provided by a Roux bottle coil 
taining 300 milliliters of the agar dd 
scribed in subdivision (ii) ( a ) 0 f thi 
subparagraph. Spread the suspension! 
organisms over the entire agar surfad 
with the aid of sterile glass beads, id 
cubate for 24 hours at 32° C.- 35 0 
and then wash the resulting gro^ 
from the agar surface with sufficied 
sterile physiological saline solution sI 
that a tenfold dilution of this bulk su 
pension will give 15-percent light tran» 
mission, using a suitable photoelectrl 
colorimeter with a 650-millimicron flitei 
and an 18-millimeter-diameter test tub! 
as an absorption cell. Run test plates t 
determine the quantity of the bulk sui 
pension (usually 1.5 milliliters) thal 
should be added to each 100 milliliterL 
of agar to give clear, sharp zones of in] 
hibition of appropriate size. 

(vi) Preparation of plates. Add 2| 
milliliters of the agar prepared as 
scribed in subdivision (ii) (b) of thil 
subparagraph to each Petri dish (21 
millimeters x 100 millimeters). Distribl 
ute the agar evenly in the plates anl 
allow it to harden. Use the plates th| 
same day they are prepared. Melt 
sufficient amount of the agar describ 
in subdivision (ii) (a) of this subparal 
graph, cool to 48° C., add the prope] 
amount of the test organism as describes 
above, and mix thoroughly. Add 4 millii 
liters of this inoculated agar to eaclf 
Petri dish. Distribute the agar evenlf 
in the plates, cover with porcelain cover^ 
glazed on the outside, and allow t 
harden. After the agar has hardenei 
place 6 cylinders on the agar surface s 
that they are at approximately 60° in| 
tervals on a 2.8-centimeter radius. 

(vii) Standard curve. Prepare the| 
daily standard curve by further dilutim 
the 1,000 /*g. per milliliter stock solution 
in 1 percent potassium phosphate buffer 
(pH 6.0), to obtain concentrations oil 
C.32, 0.4, 0.5, 0.63, and 0.78 jug. per milffi-l 
liter. Use three plates for the determine 
ation of each point on the curve, except 
the 0.5 jug. per milliliter concentration, f 
total of 12 plates: On each of three plate 
fill three cylinders with the 0.5 jug. pe 
milliliter standard, and fill the othei 
three cylinders with the concentration 
under test. Thus, there will be thirty-, 
six ^-jug. determinations and nine de-^ 
terminations for each of the other points 
on the curve. After the plates have in¬ 
cubated, read the diameters of the circles! 
of inhibition. Average the readings oil 
the 0.5 jug. per milliliter concentration 
and the readings of the point tested for 
each set of three plates, and average s wf" 
all 36 readings of the 0.5 jug. per millintt., 
concentrations. The average of the ^ 
readings of the 0.5 jug. per milliliter con¬ 
centration is the correction point for tne 
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Correct the average value ob- 
Za for each point to the figure it 
Zd be if the 0.5 mS- per milliliter read- 
I for that set of three plates were the 
fl, 93 the correction point. Thus, if 
Tmrrecting the 0.4 mS- concentration, 
/average of the 36 readings of the 0.5 
*“ncentration is 20.0 millimeters, and 
/average of the 0.5 #ig. concentration 
this set of three plates is 19.8 milli- 
Ptos the correction is +0.2 millimeter, 
the average reading of the 0.4 Mg. con- 
ntration of these same three plates is 
0 millimeters, the corrected value is 
2 millimeters. Plot these corrected 
toes, including the average of the 0.5 
r per milliliter concentration, on semi- 
\ paper, placing the concentration in 
Icrograms per milliliter on the loga- 
thmic scale and the diameter of the 
ne of inhibition on the arithmetic 
ale Draw the standard curve through 
> points either by inspection of by 
is of the following equations: 


L- 


H= 


3o+2b + c—e 
6 

3c+2 d + c—a 


5 




L=corrected zone diameter for the lowest 
concentration of the standard curve, 
corrected zone diameter for the high¬ 
est concentration of the standard 


curve. 

c=average zone diameter of 36 readings 
of the 0.5 ng. per milliliter standard. 
a, b, d, e- corrected average values for the 
0.32, 0.4, 0.63, and 0.78 fig. per milli¬ 
liter standard solutions, respec¬ 
tively. 

'lot the values obtained for L and H and 
onnect with a straightline. 

(viii) Assay . Use 3 plates for each 
ample. Fill 3 cylinders on each plate 
nth the standard 0.5 microgram per 
lilliliter solution and 3 cylinders with 
he 0.5 microgram per milliliter (esti- 
nated) sample, alternating standard 
ind sample. Incubate all plates, includ- 
ng those containing the standard curve, 
it 32° C.-35 0 C. overnight, and measure 
he diameter of each circle of inhibition, 
'o estimate the potency of the sample, 
verage the zone readings of the stand¬ 
ard and the zone readings of the sample 
in the 3 plates used. If the sample gives 
i larger zone size than the average of 
he standard, add the difference between 
hem to the 0.5 microgram per milliliter 
lone on the standard curve. If the aver¬ 
se sample value is lower than the stand¬ 
ard value, subtract the difference be- 
ween them from the 0.5 microgram per 
nilliliter value on the standard curve. 
Prom the curve, read the potencies cor¬ 
responding to these corrected values of 
tone sizes. 


(2) Toxicity. Proceed as directed in 
U41a.4, except use physiological salt 
solution as the diluent, and inject 0.5 
milliliter of a solution containing 4 mil¬ 
ligrams per milliliter. 

(3) Moisture. Proceed as directed in 
U41a.5 (a). 

(4) pH. Proceed as directed in 
5l41a.b (b), using a saturated aqueous 
solution (approximately 25 milligrams 
Per milliliter) of the drug. 

(5) Crystallinity. Proceed as di¬ 
rected in § 141a.5 (c). 
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§ 141a.22 Penicillin bougies. 

(a) Potency . Proceed as directed in 
§ 141a.9(a). 

(b) Moisture. Proceed as directed in 
§ 141a.7 (c), using 1.0 to 2.0 grams of 
bougies dissolved in 10 milliliters of dry 
chloroform if it contains the excipient 
polyethylene glycol. If it does not con¬ 
tain the excepient polyethylene glycol, 
proceed as directed in § 141a.5 (a). 

§ 141a.23 Crystalline penicillin and 
epinephrine in oil. 

(a) Potency. Proceed as directed in 
§ 141a.7(a) except the provisions for 
warming the sample. When examined 
by the method described in this section 
the potency of crystalline penicillin and 
epinephrine in oil is satisfactory if it is 
90 percent or more of the potency 
represented. 

(b) Sterility. Proceed as directed in 
§ 141a.7 (b). 

(c) Moisture. Proceed as directed in 
§ 141a.7 (c). 

(d) Epinephrine content —(1) Stand¬ 
ard curve. Prepare a stock standard con¬ 
taining 20 milligrams of U. S. P. epi¬ 
nephrine reference standard in 100 milli¬ 
liters of phosphate buffer at pH 4.0. This 
buffer is prepared by adjusting 1 percent 
phosphate buffer pH 6.0 with 1:100 phos¬ 
phoric acid (ortho 85 percent) to pH 4.0. 
The stock standard is stored in the re¬ 
frigerator and may be used as long as it 
remains colorless. Transfer 1.0, 2.0, 3.0, 
4.0, and 5.0 milliliters of the standard to 
each of five 100-milliliter volumetric 
flasks using transfer pipettes. Add 4.0, 
3.0, 2.0, and 1.0 milliliters of the phos¬ 
phate buffer pH 4.0 to the first four flasks 
respectively to give each a total volume 
of 5 milliliters. Add 1.0 milliliter of 0.1 
N iodine to each flask, shake for one 
minute, add 2.0 milliliters of 0.1 N sodium 
thiosulfate and mix the solution. Make 
each flask to a volume of 100 milliliters 
with distilled water. Read the percent 
light transmission of the colored solu¬ 
tions using a 2.0 centimeter cell and 
a 490 m^ filter in a suitable photoelectric 
colorimeter. The instrument is balanced 
so that the 0.2 mg./lOO ml. concentration 
reads 90 percent light transmission. Pre¬ 
pare a standard curve on semilog paper, 
plotting the percent light transmission on 
the logarithmic ordinate scale and the 
concentration on the abscissa. 

(2) Procedure. Transfer 1.0 milliliter 
of the sample with the aid of a hypoder¬ 
mic syringe and needle to a screw-cap 
test tube (about 30 milliliters capacity), 
add 5.0 milliliters of U. S. P. chloroform 
and 10.0 milliliters of 1 percent phos¬ 
phate buffer pH 6.0 from a transfer 
pipette. Shake thoroughly for one min¬ 
ute, centrifuge to separate the layers 
and carefully withdraw a 5.0-milliliter 
aliquot of the buffer layer using a trans¬ 
fer pipette. Transfer the aliquot to a 50- 
milliliter volumetric flask, add the calcu¬ 
lated amount of 1:100 phosphoric acid to 
bring the pH to 4.0 (amount to be added 
previously determined by titration of the 
1 percent phosphate buffer pH 6.0 with 
1:100 phosphoric acid using a pH meter). 
Add 1.0 milliliter of 0.1 N iodine, shake 
for one minute, add 2.0 milliliters of 0.1 
N sodium thiosulfate and mix the solu¬ 
tion. Make to a volume of 50 milliliters 


with distilled water. Set the colorimeter 
at 90 percent light transmission for the 
0.2 milligram/100 milliliters standard as 
directed above and obtain the percent 
light transmission of the sample. The 
concentration obtained directly from the 
standard curve corresponding to the per¬ 
cent light transmission of the sample X 
1.05 equals the concentration of the 
epinephrine per milliliter of the sample. 
Crystalline penicillin and epinephrine in 
oil is satisfactory if it contains not less 
than 0.24 or more than 0.36 milligram 
epinephrine per milliliter. 

§ 141a.24 Aluminum penicillin. 

(a) Potency. Proceed as directed in 
§ 141a.l(a), using citrate buffer as pre¬ 
pared in § 141a.l6(a) in lieu of phosphate 
buffer. 

(b) Sterility. Proceed as directed in 
§ 141a.2. 

(c) Pyrogens. Proceed as directed in 
§ 141a.3, but in lieu of the directions for 
preparation of sample in paragraph (b) 
thereof, prepare sample as follows: 

Suspend approximately 60 milligrams 
in 20 milliliters of pyrogen-free sterile 
physiological salt solution, adding the 
salt solution in approximately 1-milli¬ 
liter aliquots and mixing thoroughly 
after each addition, utilizing a pyrogen- 
free glass stirring rod. Centrifuge, warm 
to 37° C., withdraw the clear superna¬ 
tant solution, and inject 1 milliliter per 
kilogram of rabbit. 

(d) Toxicity. Proceed as directed in 
§ 141a.4, utilizing the solution prepared 
in paragraph (c) of this section. 

(e) Moisture. Proceed as directed in 
§ 141a.5 (a). 

(f) pH. Proceed as directed in 
§ 141a.5 (b), using a saturated solution. 

(g) Penicillin K content. Proceed as 
directed in § 141a.5 (f). 

§ 141a.23 Aluminum penicillin in oil. 

(a) Potency , sterility. Proceed as di¬ 
rected in § 141a.7. 

(b) Moisture. Proceed as directed in 
§ 141a.23 (c). 

§ 141a.26 Procaine penicillin. 

(a) Potency. Proceed as directed in 
§ 141a.1, or by the iodometric method as 
described in § 141a.5(d) (1), except pre¬ 
pare the sample as follows: Dissolve a 
weighed sample (approximately 50 milli¬ 
grams) in 2.0 milliliters of redistilled 
methanol. Further dilute this solution 
with sufficient 1 percent phosphate buffer 
pH 6.0 to give a concentration of 2.0 
milligrams per milliliter. 

(b) Sterility. Proceed as directed in 
§ 141a.2. 

(c) Pyrogens. Proceed as directed in 
§ 141a.3, except use physiological salt so¬ 
lution as the diluent. 

(d) Toxicity. Proceed as directed in 
§ 141a.4, except use physiological salt so¬ 
lution as the diluent, and inject 0.5 milli¬ 
liter of a solution containing 2,000 units 
per milliliter. 

(e) Moisture. Proceed as directed in 
§ 141a.7 (c), but in lieu of the directions 
for preparing the sample in subpara¬ 
graph (3) thereof prepare the sample 
and calculate as follows: Accurately 
weigh about 300 milligrams of the sam¬ 
ple into a dry titrating vessel, add an 
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excess of the Karl Fischer reagent and 
back titrate with water-methanol solu¬ 
tion until the endpoint is reached. 

Percent moisture — 15V x e x 100 
where W s = weight of sample in milligrams. 

(f) pH. Proceed as directed in § 141a.5 
(b) using a saturated aqueous solu¬ 


tion prepared by adding 300 milligrams 
per milliliter. 

(g) Microscopical test for crystallinity . 
Proceed as directed in § 141a.5 (c). 

(h) Penicillin G content. Proceed as 
directed in § 141a.5 (e) using the follow¬ 
ing formula for calculating the percent 
of procaine penicillin G: 


Percent of procaine penicillin n _ Methyl piperidine penicillin precipitate X 263.1 

Weight Of sample In milligrams 


and in lieu of the first four sentences in 
§ 141a.5 (e) (2) proceed as follows: 

Accurately weigh approximately 100 
milligrams of the sample to be tested in 
a glass test tube or glass vial of approxi¬ 
mately 10-milliliter capacity. Add 2 
milliliters of water and cool to 0° C. to 
5° C. Add 2 milliliters of the amyl ace¬ 
tate solution and 0.5 milliliter of the 
phosphoric acid solution, stopper and 
shake vigorously for aproximately 15 sec¬ 
onds. Add a second 0.5-milliliter portion 
of the phosphoric acid solution and shake 
vigorously again. Centrifuge to obtain 
a clear separation of the two layers (ap¬ 
proximately 20 seconds). If any pro¬ 
caine penicillin remains undissolved, add 
a third portion of 0.5 milliliter of the 
phosphoric acid solution and repeat the 
shaking and centrifugation. 

(i) Penicillin K content. Weigh from 
30-35 milligrams of the sample to be 
tested in a glass test tube or glass vial of 
approximately 10 -milliliter capacity. 
Add 2.0 milliliters of chloroform U. S. P. 
and cool the mixture to 0° C.-5° C. in an 
ice bath. Add 1.0 milliliter of cold 1-4 
phosphoric acid solution, stopper and 
shake vigorously for 15 seconds. Cen¬ 
trifuge to obtain a clear separation of 
the layers (approximately 20 seconds). 
After centrifuging, remove 1.0 milliliter 
of the chloroform layer with a pipette or 
syringe equipped with a suitable needle. 
Immediately place the 1.0 milliliter of 
chloroform in a 125-milliliter separatory 
funnel containing 29.0 milliliters of chlo¬ 
roform and 15.0 milliliters of 0.3 M phos¬ 
phate (NaJlPCX and KH 2 P0 4 ) buffer pH 
6.0 at room temperature and shake for 

1 minute. Allow the mixture to stand 
with occasional swirling to settle the 
droplets of chloroform until the top layer 
is clear (usually about 10 minutes). 
Draw off all but about 2 milliliters of the 
lower chloroform layer through a small 
pledget of cotton into a glass-stoppered 
flask. Take a 4.0-milliliter aliquot of the 
buffer solution remaining in the separa¬ 
tory funnel and a 10.0-milliliter aliquot 
of the chloroform solution and deter¬ 
mine the milligrams per milliliter of 
penicillin in each by the iodometric assay 
procedure described in § 141a.5 (d) (1) 
using 4.0 milliliters of the 1 N NaOH and 
4.0 milliliters of the 1.2 IV HC1 for the two 
above aliquots. Make blank determina¬ 
tions on the same size aliquots. Calcu¬ 
late the percent penicillin in the buffer 
layer on the basis that the sum of the 
penicillin found in the buffer layer and 
in the chloroform layer is 100 percent. 
The percent penicillin K= (98.46— per¬ 
cent found in buffer) X3.34. 


§ 141a.27 Procaine penicillin in oil. 

(a) Potency. Proceed as directed in 
§ 141a.l, except § 141a.l(i) and in lieu 
of the directions in § 141a.l(d), prepare 
the sample by one of the following 
methods: 

(1) Bioassay —(i) Chloroform-alcohol 
solution. By means of a 2-milliliter 
hypodermic syringe, introduce 1 milli¬ 
liter of the well shaken sample into a 
50-milliliter volumetric flask. Add 3 
milliliters to 4 milliliters of chloroform, 
shake the flask thoroughly, and make to 
50 milliliters with absolute alcohol. Mix 
thoroughly, withdraw a 1-milliliter al¬ 
iquot and make the proper estimated 
dilutions in 1 percent phosphate buffer, 
pH 6.0. 

(ii) Blending. Introduce 1 milliliter 
of the well shaken sample by means of a 
2.0-milliliter hypodermic syringe into a 
blending jar containing 98 milliliters of 
1 percent phosphate buffer, pH 6.0, and 
1 milliliter of polysorbate 80. Using a 
high-speed blender, blend the mixture 
for 1 minute and make the proper esti¬ 
mated dilutions in 1 percent phosphate 
buffer at pH 6.0. 

(2) Iodometric chemical assay —(i) 
Chloroform-alcohol solution. Introduce 
a representative quantity (usually 1 mil¬ 
liliter) of the well shaken sample into a 
flask and dissolve in sufficient chloro¬ 
form-absolute ethanol (1-f-l) solvent to 
give a concentration of 2,000 units to 
8,000 units per milliliter. An aliquot of 
this solution containing 2,000 units (es¬ 
timated) is used as the solution for assay. 

(ii) Extraction. Accurately measure 
two representative portions of the sample 
(usually 1 milliliter) each equivalent to 
from 100,000 units to 300,000 units (es¬ 
timated) . Place one portion in a centri¬ 
fuge tube containing 10 milliliters of 
chloroform and 10.0 milliliters of 1 per¬ 
cent phosphate buffer, pH 6.0. Shake 
the tube for 1 minute and centrifuge to 
obtain a substantially clear buffer layer. 
Dilute 5.0 milliliters of the buffer layer 
with sufficient 1 percent phosphate buf¬ 
fer, pH 6.0, to give a concentration of 
about 2,000 units per milliliter, and mix. 
Use 2.0 milliliters of this solution as the 
blank. Place the second portion of the 
sample in a centrifuge tube containing 
10 milliliters of chloroform and 10.0 mil¬ 
liliters of IN NaOH. Shake the tube for 
1 minute and allow to stand for 15 min¬ 
utes. Shake the tube again and centri¬ 
fuge to obtain a substantially clear 
NaOH layer. Dilute 5.0 milliliters of the 
NaOH layer with sufficient 1 N NaOH to 
give a concentration of about 2,000 units 


per milliliter. Use 2.0 milliliters of« 
solution as the inactivated soluH 
From the titration data calculate 
amount of penicillin'in the samok 
the label represents the potency 0 f 
procain penicillin in oil as 100 000 
per milliliter, it is satisfactory ’if it 
percent or more of the potency so renrl 
sented; if represented as 300 000 ii 
per milliliter, it is satisfactory’if it 
percent or more of the potency so ren 
sented. v 


is i 


isflr 


§ 141a.28 Crystalline penicillin for j| 
halation therapy. ^ 


(a) Potency. Proceed as directed i 
§ 141a.l, or by the iodometric method T 
described in § 141a.5(d) (1). 

(b) Moisture. Proceed as directed ii 

§ 141a.5 (a), except if it is procaine peri 
icillin proceed as directed in § I4i a a 
(e). * 1 * 1 2 


§ 141a.29 Procaine penicillin for aquJ 
ous injection. 


' forma 


■ peri 


) 


(a) Potency. Using as the sample ft 
assay a representative aliquot of the sui 
pension equivalent to one dose (or, if 
is a dry mixture of the drug, a represenj 
ative aliquot of the drug equivalent 
one dose after it has been reconstitut( 
as directed in the labeling), proceed 
directed in § 141a. 1, using approximate)] 
50 to 100 milliliters of redistilled metl 
alcohol, dimethyl formamide, or 
mide to dissolve the sample, or by 
iodometric method as described 
§ 141a.5(d) (1), except dissolve the sai 
pie in about 5.0 milliliters of redistill! 
methyl alcohol, dimethyl formamide, 
formamide prior to diluting with 1 
cent phosphate buffer, pH 6.0. Its _ 
tency is satisfactory if it contains notlej 
than 90 percent of the number of unit 
that it is represented to contain. 

(b) Sterility. Use the entire content 
of single-dose containers or the 
lent of approximately 300 milligrai 
(activity) from each multiple-dose 
tainer, and proceed as directed 
§ 141a.2, except if it is the aqueous si 
pension of the drug and does not conti 
a preservative, incubate all tubes for 
days. 

(c) Moisture. Proceed as directed 
§ 141a.26 (e). 

(d) Pyrogens. Proceed as directed 

§ 141a.3, except use physiological salt so¬ 
lution as the diluent. 

(e) Toxicity. Proceed as directed in| 
§ 141 a.4, except use physiological salt 
lution as the diluent, and inject 0.25 
milliliter of a solution containing 4,000] 
units per milliliter. 

(f) pH —(1) Dry mixture of the drug. 
Proceed as directed in § 141a.5 (b), using] 
the solution or suspension resulting 
when the amount of diluent recom¬ 
mended in the labeling is added. 

(2) Aqueous suspension of the drug. 
Proceed as directed in § 141a.5 (b), using 
the undiluted aqueous suspension. 


! conJ 


§ 141a.30 Ephedrine penicillin. 

(a) Potency. Proceed as directed in| 
§ 141a.l, or by the iodometric method as I 
described in § 141a.5(d) (1), except dilute I 
the sample with sufficient 1 percent phos-1 
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lhate buffer pH 6.0 to give a concentra- 
fc nn of 2.0 milligrams per milliliter. 

P (b) Sterility. Proceed as directed in 

I 1c) Pyrogens. Proceed as directed in 

r ^ Toxicity. Proceed as directed in 

$ 141a.4. 

(e) Moisture. 

I41a.5 (a). 


Proceed as directed in 
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(f) pH. Proceed as directed in § 141a.5 
(b). 

(g) Microscopical test for crystallinity. 
Proceed as directed in § 141a.5 (c). 

(h) Penicillin G content. Proceed as 
directed in § 141a.5 (e) using an accu¬ 
rately weighed sample of approximately 
80 mg. and the following formula for 
calculating the percent of ephedrine 
penicillin G: 


I 14ia.D _ 

y ^ Milligrams N-ethyl piperidine penicillin precipitate X 223.2 

(percent of ephedrine penicillin G— Weight of sample in milligrams 


(i) Penicillin K content. 
•ected in § 141a.5 (f). 


[§141a.31 Ephedrine penicillin tablets. 

(a) Potency. Proceed as directed 
ji § I41a.9 (a) or by the iodometric 
method as described in § 141a.5 (d) (1), 
lusing 6 tablets dissolved in sufficient 1 
percent phosphate buffer pH 6.0 to give 
a concentration of 2,000 units per 
[milliliter. 

(b) Moisture. Proceed as directed in 
h 141a.5 (a). 

§141a.32 Procaine penicillin and buf¬ 
fered crystalline penicillin for aque¬ 
ous injection. 

(a) Total potency ( except in single - 
\dose container ), sterility, moisture, pyro¬ 
gens, toxicity, pH. Proceed as directed in 
|S 141a.29. 

(b) Buffered crystalline penicillin 
\ content —(1) Preparation of the solution 
for assay. Add the indicated amount of 
distilled water to the contents of a vial 
of the sample, and shake well. With¬ 
draw one dose of the suspension with a 
hypodermic syringe and place in a 10- 
milliliter volumetric flask. Add 20-per¬ 
cent sodium sulfate solution almost to the 
mark, centrifuge sufficiently to see the 
meniscus, make to volume with 20-per¬ 
cent sodium sulfate solution, shake well, 
and centrifuge to obtain a clear or rea- 

bly clear solution. Dilute a 5.0- 
milliliter aliquot of this clear solution 
with 1-percent phosphate buffer, pH 6.0, 
to give a solution for assay of approxi¬ 
mately 2,000 units per milliliter. 

(2) Iodometric assay for total peni¬ 
cillin in the solution for assay. Deter¬ 
mine the quantify of penicillin in the 
solution for assay by the iodometric assay 
procedure described in § 141a.5 (d) (1). 

(3) Colorimetric determination of pro¬ 
caine penicillin in the solution for assay. 
Transfer an aliquot of the solution for 
assay to a 50 -milliliter*volumetric flask. 
Determine the quantity of procaine 
penicillin in this solution by the follow¬ 
ing method: 

(i) Reagents — (a) Sodium nitrite so¬ 
lution. Dissolve 0.1 gram of sodium 
nitrite in 100 milliliters of distilled water. 
Prepare fresh solution every week and 
store under refrigeration. 

(b) Ammonium sulfamate solution. 
Dissolve 0.5 gram of ammonium sulfa- 
mate in 100 milliliters of distilled water 
and store under refrigeration. 

(c) N-(l-naphthyl) -ethylenediamine 
solution. Dissolve 0.1 gram of N-( 1- 
naphthyl) -ethylenediamine d i h y d r o- 
chloride in 100 milliliters of distilled 
water. Prepare fresh solutions every 
week and store under refrigeration. 


Proceed as (d) Standard procaine solution. Pre¬ 
pare a standard solution containing 
27.55 milligrams of procaine hydrochlo¬ 
ride U. S. P. in a liter of distilled water 
(each milliliter of the standard solution 
is equivalent to 60 units of procaine 
penicillin). 

(ii) Standards. Transfer, respectively, 
1.0, 2.0, 3.0, 4.0, and 5.0 milliliters 
of the standard solution and 5.0 milli¬ 
liters of distilled water to each of six 
50-milliliter volumetric flasks. Add 4.0, 
3.0, 2.0, and 1.0 milliliters of water to 
the first four flasks, respectively, to 
give each a volume of 5.0 milliliters. 

(iii) Procedure. To each flask of the 
standards and the solution for assay add 
0.5 milliliter of 4 N HC1, 1.0 milliliter of 
the sodium nitrite solution, 1.0 milliliter 
of the ammonium sulfamate, and 1.0 
milliliter of the TV-(1-naphthyl)-ethyl¬ 
enediamine solution. Mix and wait two 
minutes after each addition. Make each 
flask to volume of 50 milliliters with dis¬ 
tilled water. Determine the absorbency 
of the colored solutions at 550 m n in a 
suitable photo electric colorimeter. The 
instrument is balanced so that the zero 
concentration reads zero absorbancy. 
Plot the standard curve on coordinate 
graph paper. Obtain the procaine peni¬ 
cillin content of the solution for assay 
directly from the point on the standard 
curve corresponding to its absorbancy. 

(4) The content of buffered crystal¬ 
line penicillin in one dose of the product 
is calculated as follows: 

A=(B~C)F , 

where 

A— buffered crystalline penicillin content 
of the product. 

B = total number of units of penicillin per 
milliliter as determined in subpara¬ 
graph (2) of this paragraph. 

C= number of units of procaine penicillin 
per milliliter as determined in sub- 
paragraph (3) of this paragraph. 

F= appropriate dilution factor depending 
on the dilution made in the prepara¬ 
tion of the solution for assay. 

The content of buffered crystalline peni¬ 
cillin in the batch is satisfactory when 
determined by the method described in 
this paragraph if it is not less than 85 
percent of that which it is represented 
to contain. 

(c) Procaine penicillin. The procaine 
penicillin content of the batch is the 
difference between the total potency de¬ 
termined by the method described in 
paragraph (a) or (d) of this section and 
the content of the buffered crystalline 
penicillin determined by the method 
described in paragraph (b) of this sec¬ 
tion. The procaine penicillin content 
of the batch is satisfactory when deter- 
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mined by the method described in this 
paragraph if it is not less than 85 per¬ 
cent of that which it is represented to 
contain. 

(d) Total potency of a one-dose con¬ 
tainer. Wash out the material remain¬ 
ing in the 10-milliliter volumetric flask 
referred to in paragraph (b) (1) of this 
section with 1-percent phosphate buffer, 
pH 6.0. Dilute to give a concentration 
of approximately 2,000 units per milli¬ 
liter, and assay by the iodometric method 
described in § 141a.5 (d) (1). Obtain 
the total potency by adding the number 
of units found in this solution (units per 
milliliterxvolume) to the number of 
units found (units per milliliterxvol¬ 
ume) in the solution assayed in accord¬ 
ance with paragraph (b) (2) of this 
section. 

§ 141 a.33 Buffered penicillin powder. 

(a) Potency. Reconstitute the drug as 
directed in its labeling and proceed as 
directed in § 141a.1, except if it is pro¬ 
caine penicillin proceed as directed in 
§ 141a.48(a). Its potency is satisfactory 
if it contains not less than 90 percent of 
the number of units that it is represented 
to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.26(e). 

§ 141a.34 Procaine penicillin and crys¬ 
talline penicillin in oil. 

(a) Total potency. Proceed as di¬ 
rected in §141a.27(a). 

(b) Crystalline penicillin. Proceed as 
directed in § 141a.32(b), except prepare 
the sample as follows: Introduce a repre¬ 
sentative quantity of the well shaken 
sample (usually 1 milliliter) into a 30- 
milliliter centrifuge tube equipped with 
a screw cap'. Add 10.0 milliliters of 
chloroform and 10.0 milliliters of a 20 
percent sodium sulfate solution, shake 
well for about 1 minute, and centrifuge 
to obtain a clear upper layer. 

(c) Procaine penicillin. The differ¬ 
ence between the total penicillin as de¬ 
termined by paragraph (a) of this 
section and the crystalline penicillin as 
determined by paragraph (b) of this sec¬ 
tion represents the amount of procaine 
penicillin present. 

(d) The procaine penicillin and the 
crystalline penicillin content of the batch 
are satisfactory when assayed by the 
methods described in this section if each 
is not less than 85 percent of that which 
it is represented to contain. 

(e) Sterility. Proceed as directed In 
§ 141a.7 (b), except in the case of mul¬ 
tiple-dose containers use approximately 
400 milligrams (activity) from each con¬ 
tainer, in lieu of 300 milligrams. 

(f) Moisture. Proceed as directed in 
§ 141a.7 (c). 

§ 141a.35 Penicillin-streptomycin oint¬ 
ment ; penicillin-cff hydrostreptomy¬ 
cin ointment. 

(a) Potency —(1) Total penicillin con¬ 
tent. Proceed as directed in § 141a.8(a) 
or § 141a.5(d) (1), except that if the iodo¬ 
metric chemical assay described in 
§ 141a.5(d) (1) is used prepare the 
sample as follows: Accurately measure 
two representative portions of the 
sample, each equivalent to about 20,000 
units. Place one portion in a centrifuge 
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tube containing 10.0 milliliters of 1 per- 
cent phosphate buffer, pH 6.0, and 10.0 
milliliters of chloroform for each 5 milli¬ 
liters or grams of sample. Shake the 
tube for 1 minute and centrifuge to ob¬ 
tain a substantially clear buffer layer. 
Use 2.0 milliliters of this solution as the 
blank. Add one drop of 1.2 N HC1 to 
the blank immediately before the addi¬ 
tion of the 10.0 milliliters of 0.01 N I* 
Immediately titrate with 0.01 N Na-^Os. 
Place the second portion cf the sample in 
a centrifuge tube containing 10.0 millili¬ 
ters of 1 N NaHCO* (previously adjusted 
to a pH of 9.3=t0.2 with 1.0 N NaOH) and 
10.0 milliliters of chloroform for each 5 
milliliters or grams of sample. Shake 
the tube for 1 minute and centrifuge 
to obtain a substantially clear aqueous 
layer. To 2.0 milliliters of the aqueous 
layer, add 2.0 milliliters of 1 N NaOH 
and allow to stand for 15 minutes. Add 
sufficient 1.2 N HC1 to obtain a pH of 
1.0, then add 10.0 milliliters of 0.01 N I*. 
Allow to stand for 15 minutes and then 
titrate with 0.01 N Na^O,. Prom the 
titration data calculate the amount of 
penicillin in the sample. Its content of 
penicillin is satisfactory if it contains not 
less than 85 percent of the number of 
units that it is represented to contain. 

(2) Crystalline sodium penicillin or 
potassium penicillin content —(i) Direct 
method — (a) Preparation of the solution 
for assay . Accurately measure a repre¬ 
sentative portion of the sample equiva¬ 
lent to about 20,000 units of crystalline 
sodium penicillin or potassium penicillin 
and place it in a centrifuge tube contain¬ 
ing 10.0 milliliters of 20 percent sodium 
sulfate solution and 10.0 milliliters of 
chloroform for each 5 milliliters or 
grams of sample. Shake the tube for 1 
minute and then centrifuge to obtain a 
substantially clear aqueous layer. This 
is used as the solution for assay. 

(b) Iodometric assay for total penicil¬ 
lin in the solution for assay. Determine 
the quantity of penicillin in the solution 
for assay by the iodometric assay proce¬ 
dure described in § 141a.5(d) (1). 

(c) Colorimetric determination of pro¬ 
caine penicillin in the solution for assay . 

( 1 > If the sample does not contain sul¬ 
fonamides, determine the procaine peni¬ 
cillin in the solution for assay by the 
colorimetric procedure described in 
§ 141a.32(b) (3). 

(2) If the sample contains sulfona¬ 
mides, proceed as follows: Place 10.0 
milliliters of the solution for assay in a 
separatory funnel containing 2 milli¬ 
liters of 1 N NaOH and 10.0 milliliters of 
chloroform and shake for 1 minute. Al¬ 
low the layers to separate and collect the 
lower chloroform layer in a cylinder 
containing 10.0 milliliters of 4 N HC1. 
Shake for 1 minute and allow the layers 
to separate. Using the upper acid layer 
as the solution for assay, determine the 
procaine penicillin content by the colori¬ 
metric procedure described in § 141a.32 

( d ) The content of crystalline sodium 
or potassium penicillin in the sample is 
calculated as follows: 


B= total number of units of penicillin per 
milliliter as determined in subdivi¬ 
sion (i)(b) of this subparagraph. 

C= number of units of procaine penicillin 
per millUiter as determined in sub¬ 
division (i) (c) of this subparagraph. 

F=. appropriate dilution factor depending 
on the dilution made in the prepara¬ 
tion of the solution for assay and the 
size of the representative portion of 
the sample tested. 


A = (B-C)F, 

where: 

A = crystalline sodium penicillin or po¬ 
tassium penicillin content of the 
sample. 


(ii) Indirect method. The content of 
crystalline sodium or potassium penicil¬ 
lin is the difference between the total 
penicillin content determined in subpar¬ 
agraph (1) of this paragraph and the 
procaine penicillin determined in sub- 
paragraph (3) (i) of this paragraph. Its 
content of crystalline sodium penicillin 
or potassium penicillin is satisfactory if 
it contains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(3) Procaine penicillin content —(i) 
Direct method. Using the stock solution 
prepared for bioassay in subparagraph 
(1) of this paragraph, determine the pro¬ 
caine penicillin content colorimetrically 
as directed in subparagraph (2) (i) (c) (2) 
of this paragraph. 

(ii) Indirect method. The procaine 
penicillin content of the sample is the 
difference between the total penicillin 
content determined in subparagraph (1) 
of this paragraph and the crystalline 
sodium penicillin or potassium penicillin 
content determined in subparagraph (2) 
of this paragraph. Its content of pro¬ 
caine penicillin is satisfactory if it con¬ 
tains not less than 85 percent of the 
number of units that it is represented 
to contain. 

(4) Streptomycin content. Proceed 
as directed in § 141b.l01 of this chapter, 
except paragraph (k) of that section, 
and in lieu of the directions in § 141b.l01 
(e) and (j) (3), test a representative por¬ 
tion of the sample (usually approxi¬ 
mately 1 gram, accurately weighed) or 
the entire contents of a single-dose con¬ 
tainer prepared by one of the following 
methods: 

(i) To assay by the cup-plate method . 
Use either extraction or blending. 

(a) Extraction. Place the sample in 
a separatory funnel containing approxi¬ 
mately 50 milliliters of peroxide-free 
ether. If the sample consists of sub¬ 
stantially more than 1 gram, use 100 
milliliters of ether. Shake 'the sample 
and ether until homogeneous. Add 20 
milliliters of 0.1 M potassium phosphate 
buffer, pH 8.0, and shake. If the sample 
consists of substantially more than 1 
gram, use 50 milliliters of buffer. Allow 
the layers to separate. Remove the buf¬ 
fer layer and repeat the extraction with 
new portions of buffer at least three 
times and any additional times necessary 
to ensure complete extraction of the 
antibiotic. Combine the extractives and 
make up to an appropriate measured 
volume with buffer. To a suitable ali¬ 
quot add sufficient penicillinase and let 
stand for 30 minutes at 37° C. to inac¬ 
tivate the penicillin. After inactivation, 
make the proper estimated dilution with 
buffer at pH 8.0. 

(b) Blending. Place the sample in a 
blending jar containing 1.0 milliliter of 
10-percent aqueous solution of polysor- 
bate 80 and sufficient 0.1 M potassium 


phosphate buffer, pH 8.0, to give a 
volume of 500 milliliters. Using a 
speed blender, blend the mixture for - 
minutes. To a suitable aliquot, add m 
cient penicillinase and let stand for^i 
minutes at 37« C. to inactivate the pea 
ciUm. After inactivation, make th, 
proper estimated dilutions with buffer, 
pH 8.0. d 

mlfhJ 0 ™ Say J y tke tur ^imtr 

method. Place the sample in a senari 
containing approximately ‘ 
milliliters of peroxide-free ether if th, 
sample consists of substantially mn 
than 1 gram, use 100 milliliters of ether 
Shake the sample and ether until homn 
geneous. Add 20 milliliters of distffli 
water, and shake. If the sample con i 
sists of substantially more than 1 graml 
use 50 milliliters of water. Allow the 
layers to separate. Remove the aqueo 
layer and repeat the extraction with new 
portions of water at least three times 
and any additional times necessary to 
ensure complete extraction of the anti¬ 
biotic. Combine the extractives, and 
make to an appropriate measured vol¬ 
ume with water. Remove the aliquot 
and, if the ratio of the content of peni¬ 
cillin to the content of streptomycin is 
equal to or greater than one unit for each 
microgram, add sufficient penicillinase 
and let stand for 30 minutes at 37° C. to 
inactivate the penicillin. Make the 
proper estimated dilutions with distilled 
water. Its content of streptomycin is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
that it is represented to contain. 

(5) Dihydrostreptomycin content. 
Proceed as directed in subparagraph (4) 
of this paragraph, using the dihydro¬ 
streptomycin working standard as a 
standard of comparison. Its content of 
dihydrostreptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams per gram of oint¬ 
ment that it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.8 (b). 


§ 141a.36 Penicillin-streptomycin bou* 
gies; penicillin-dihydrostreptomycin | 
bougies. 


(a) Potency —(1) Penicillin content. 
Proceed as directed in § 141a.9(a), except 
the last sentence of that paragraph. Its 
content of penicillin is satisfactory if it \ 
contains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(2) Streptomycin content. Using 12 
bougies, proceed as directed in § 141b. 101 
of this chapter, except paragraph (k) of 
that section, and if the cup-plate method 
is used, use potassium phosphate buffer 
(pH 7.8-8.0) for dissolving the sample in 
lieu of sterile distilled water as directed 
in § 141b.l01 (e) of this chapter and add 
sufficient penicillinase to the solution 
under test to completely inactivate the 
penicillin present. If the turbidimetric 
method is used, inactivatiion with peni¬ 
cillinase is not necessary unless the ratio 
of the content of penicillin to the con¬ 
tent of streptomycin is equal to or 
greater than 1.0 unit for each micro¬ 
gram. Its content of streptomycin is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
that it is represented to contain. 
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( 3 ) Dihydrostreptomycin content. 
' ed as directed in subparagraph 
mof this paragraph, using the dihydro- 
L'ntomycin working standard as a 
Sard of comparison. Its content of 
Xdrostreptomycin is satisfactory if it 
Itains not less than 85 percent of the 
number of milligrams it is represented 

t0 (t ^Moisture. Proceed as directed in 
j I41a.22 (b). 


§ I41a.37 Penicillin-bacitracin ointment. 

(a) Potency —(1) Penicillin content. 
Proceed as directed in § 141a.8(a), except 
the last sentence of that paragraph. Its 
content of penicillin is satisfactory if it 
contains not less than 85 percent of the 
number of units it is represented to 


(2) Bacitracin content. Proceed as di¬ 
rected in § 141e.402 (a) of this chapter, 
except that sufficient penicillinase is 
added to the sample under test to com¬ 
pletely inactivate the penicillin present. 
Its content of bacitracin is satisfactory 
if it contains not less than 85 percent 
of the number of units it is represented 
to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.8 (b). 


§ 141a.38 Procaine penicillin and strep¬ 
tomycin in oil; procaine penicillin 
and dihydrostreptomycin in oil. 


(a) Potency —(1) Penicillin content. 
Proceed as directed in § 141a.35(a) or 
§ 141a.27 (a) (1) (i). Its content of peni¬ 
cillin is satisfactory if it contains not 
less than 85 percent of the number of 
units per milliliter that it is represented 
to contain. 

(2) Streptomycin content. Proceed as 
directed in § 141a.35(a) (4). Its con¬ 
tent of streptomycin satisfactory if it 
contains not less than 85 percent of the 
number of milligrams per milliliter that 
it is represented to contain. 

(3) Dihydrostreptomycin content. 
Proceed as directed in § 141a.35(a) (5). 
Its content of dihydrostreptomycin is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
per milliliter that it is represented to 
contain. 

(b) Moisture. Using 1 milliliter as 
the test sample proceed as directed in 
§ 141a.7 (c). 


§ 141a.39 Penicillin-streptomycin; peni- 
cillin-dihydrostreptomycin veterinary, 

(a) Potency —(1) Sodium or potas¬ 
sium penicillin content. Proceed as di¬ 
rected in § 141a.32(b), except prepare the 
sample as follows: Add the indicated 
amount of distilled water to the contents 
of a vial of the sample and shake well. 
Withdraw one dose of the suspension or 
solution with a hypodermic syringe and 
Place in a 10-milliliter volumetric flask. 
Also, with the further exception that in 
the iodometric assay, one drop of 1.2 N 
HC1 is added to the blank immediately 
before the addition of the 0.01 N I*. The 
sodium or potassium penicillin content 
is satisfactory if it is not less than 85 
Percent of that which it is represented 
to contain. 

(2) Total penicillin content. Proceed 
as directed in § 141a.l, except para¬ 
graphs (d) and (i) of that section. In 
heu of the directions in § 141a.l (d), 

No. 251—Pt. II- 3 


place a representative aliquot of the 
sample in a blending jar, add 1.0 milli¬ 
liter of polysorbate 80 and sufficient 1 
percent phosphate, buffer, pH 6.0, to 
make a total volume of 500 milliliters. 
Blend 3 to 5 minutes. For the alterna¬ 
tive iodometric test, proceed as directed 
in § 141a.5(d) (1), except add one drop 
of 1.2 N HCL to the blank immediately 
before the addition of the 0.01 N I 2 . 

(3) Procaine penicillin content. Pro¬ 
ceed as directed in § 141a.32 (c). The 
procaine penicillin content is satisfac¬ 
tory if it is not less than 85 percent of 
that which it is represented to contain. 

(4) l-Ephenamine penicillin G con¬ 
tent. Proceed as directed in § 141a.43 
(a), except that in the iodometric assay 
one drop of 1.2 N HCl is added to the 
blank immediately before the addition of 
the 0.01 N I 3 . The Z-ephenamine peni¬ 
cillin G content is satisfactory if it con¬ 
tains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(5) Diethylaminoethyl ester penicillin 
G hydriodide content. Proceed as di¬ 
rected in § 141a.51 (a), except that in the 
iodometric assay one drop of 1.2 N HCl 
is added to the blank immediately before 
the addition of the 0.01 N I>. The di¬ 
ethylaminoethyl ester penicillin G hy¬ 
driodide content is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(6) Streptomycin content. Proceed 
as directed in § 141b.l01 (j) and (k) of 
this chapter. 

(7) Dihydrostreptomycin content. 
Proceed as directed in § 141b.l08 (a) of 
this chapter. 

(b) Sterility. Use the entire contents 
of single-dose containers or the equiva¬ 
lent of approximately 0.5 gram (com¬ 
bined activity) for each multiple-dose 
container, and proceed as directed in 
§ 141a.2, except that no control tube is 
used in the test for bacteria. 

(c) Toxicity. Proceed as directed in 
§ 141a.4, using as a test dose 0.5 milliliter 
of a solution of the sample containing 
1.0 milligram of streptomycin or dihy¬ 
drostreptomycin per milliliter. 

(d) Pyrogens. Proceed as directed in 
§ 141a.3, using as a test dose 2 milliliters 
per kilogram of a solution containing 5 
milligrams of streptomycin or dihydro¬ 
streptomycin per milliliter. 

(e) Moisture. Proceed as directed in 
§141a.5(a), except that if procaine peni¬ 
cillin is used proceed as directed in 
§ 141a.26(e). 

(f) pH. Proceed as directed in § 141 a.5 
(b), using the solution or suspension re¬ 
sulting when the amount of diluent rec¬ 
ommended in the labeling is added. 

§ 141a.40 Penicillin tooth powder. 

(a) Potency. Proceed as directed in 
§ 141a.l. 

(b) Moisture. Proceed as directed in 
§ 141a.7 (c), but in lieu of the directions 
for preparing the sample in subpara¬ 
graph (3) thereof prepare the sample 
and calculate as follows: Accurately 
weigh about 1 gm. of the sample into a 
dry titrating vessel. Add an excess of 
the Karl Fischer reagent and back titrate 
immediately with water-methanol solu¬ 
tion until the end point is reached. (The 


entire operation from the addition of the 
Karl Fischer reagent until the end point 
is reached should not exceed 1 minute.) 


Percent moisture= 


(Vr-VJ) 


X e X 100 # 
W s 


where W,=weight of sample in milligrams. 

§ 141a.41 Penicillin-bacitracin troches; 
penicillin-zinc bacitracin troches. 

(a) Potency —(1) Penicillin content. 
Proceed as directed in § 141a.12 (a). Its 
content of penicillin is satisfactory if it 
contains not less than 85 percent of the 
number of units per troche that it is 
represented to contain. 

(2) Bacitracin or zinc "bacitracin con¬ 
tent. Proceed as directed in § 141e.404 
(a) of this chapter, except that sufficient 
penicillinase is added to the solution, 
under test to completely inactivate the 
penicillin present. Its content of baci¬ 
tracin or zinc bacitracin is satisfactory 
if it contains not less than 85 percent 
of the number of units per troche that it 
is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a). 

§ 141 a.42 Crystalline penicillin and 
bacitracin. 


(a) Potency —(1) Content of peni¬ 
cillin. Proceed as directed in § 141a. 1. 
Its content of penicillin is satisfactory if 
it contains not less than 90 percent of the 
number of units it is represented to 
contain. 

(2) Content of bacitracin. Proceed as 
directed in § 141e.401 (a) of this chapter, 
except that sufficient penicillinase is 
added to the sample under test to com¬ 
pletely inactivate the penicillin present. 
Its content of bacitracin is satisfactory if 
it contains not less than 85 percent and 
not more than 115 percent of the number 
of units it is represented to contain. 

(b) Sterility. Proceed as directed in 
§ 141a.39 (b). 

(c) Toxicity. Proceed as directed in 
§ 141a.4 except use physiological salt 
solution as the diluent. 

(d) Pyrogens. Proceed as directed in 
§ 141a.3 using as a test dose 1.0 milliliter 
per kilogram of a solution containing 300 
units of bacitracin per milliliter. Use 
physiological salt solution as the diluent. 

(e) Moisture. Proceed as directed in 
§ 141a.5 (a). 

(f) pH. Proceed as directed in § 141a.5 
(b), using a solution prepared as directed 
in the labeling for the drug. 

§ 141a.43 l-Ephenamine penicillin G. 

(a) Potency. Proceed as directed in 
§ 141a.l, except in lieu of § 141a.l(d) 
dissolve the sample in sufficient redis¬ 
tilled methanol to give a concentration 
of 5,000 units to 10,000 units per millili¬ 
ter and then dilute with sufficient 1 per¬ 
cent phosphate buffer, pH 6.0, to give an 
appropriate stock solution. 

(b) Sterility: Proceed as directed in 
§ 141a.2. 

(c) Pyrogens. Proceed as directed in 
§ 141a.3, except use physiological salt 
solution as the diluent and inject 2 mil¬ 
liliters per kilogram of a solution con¬ 
taining 800 units per milliliter. 

(d) Toxicity. Proceed as directed in 
§ 141a.4, except use physiological salt 
solution as the diluent and inject, in a 
10-second interval, 1.0 milliliter of a solu¬ 
tion containing 800 units per milliliter. 
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pared as directed in the labeling of the 

% Moisture (if it is a dry mixture of 
the drug). Proceed as directed in 
I I41a.26 (e). 

814la.49 Penicillin-streptomycin-baci- 
8 tracin ointment; penicillin-dihydro- 
streptomycin-bacitracin ointment; 
penicillin - streptomycin - bacitracin 
methylene disalicylate ointment; pen- 
icillin-dihydrostreptomycin-bacitracin 
methylene disalicylate ointment. 

(a) Potency —(1) Content of penicil¬ 
lin, streptomycin, and dihydrostreptomy¬ 
cin. Proceed as directed in § 141a.35(a). 

(2) Bacitracin content. Proceed as 
directed in § 141e.402 (a) of this chapter, 
except that: 

(1) Sufficient penicillinase is added to 
the sample under test to completely in¬ 
activate the penicillin present. 

(ii) Use as the test organism the 
streptomycin dihydrostreptomycin-re¬ 
sistant strain of either Micrococcus flavus 
(ATCC 10240A) or Sarcina subflava 
(ATCC 7468/d), grown and maintained 
in media containing 500 micrograms of 
streptomycin or dihydrostreptomycin per 
milliliter of media, or calculate from the 
quantity of streptomycin or dihydro¬ 
streptomycin found, using the method 
prescribed by subparagraph (1) of this 
paragraph, the quantity that would be 
present when the sample is diluted to 
contain one unit of bacitracin (labeled 
potency) per milliliter. Prepare the 
bacitracin standard curve by adding the 
calculated quantity of streptomycin or 
dihydrostreptomycin to each concentra¬ 
tion of bacitracin used for the curve. Use 
this standard curve to calculate the 
bacitracin content of the sample. 

(3) Bacitracin methylene disalicylate 
content. Proceed as directed in sub- 
paragraph (2) of this paragraph, except 
prepare the sample as follows: Place a 
representative portion of the sample 
(usually approximately 1 gram, accu¬ 
rately weighed) or the entire contents of 
a single-dose container in blending jar, 
add 99 milliliters of a 2.0-percent aque¬ 
ous solution of sodium bicarbonate and 
1 milliliter of a 10-percent aqueous so¬ 
lution of polysorbate 80 and blend for 3 
minutes in a high-speed blender. Allow 
the foam to subside, remove an aliquot 
of the solution, and dilute to 1 unit per 
milliliter with 1.0-percent phosphate 
buffer, pH 6.0. 

(b) Moisture. Proceed as directed in 
§141a.8 (b). 

§ 141a.50 Penicillin-streptomycin dental 
cones; penicillin-dihydrostreptomycin 
dental cones. 

(a) Potency —(1) Penicillin content. 
Proceed as directed in § 141a.9(a). Its 
content of penicillin is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(2) Steptomycin content. Proceed 
as directed in § 141a.36 (a) (2). Its con¬ 
tent of streptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(3) Dihydrostreptomycin content. 
Proceed as directed in § 141a.36 (a) (3). 
its content of dihydrostreptomycin is 


satisfactory if it contains not less than 
85 percent of the number of milligrams 
it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a). 

§ 141a.51 Dietliylaminoethyl ester pen¬ 
icillin G hydriodide. 

(a) Potency. Proceed as directed in 
§ 141a. 1, except prepare the sample as 
follows: Dissolve in 0.1 M potassium 
phosphate buffer (pH 7.8-8.0) to make a 
stock solution of 100 units per milliliter 
(estimated). Allow to stand at room 
temperature for not less than 1.5 hours 
and not more than 2 hours and then 
dilute an aliquot with 1-percent phos¬ 
phate buffer (pH 6.0) to 1.0 unit (esti¬ 
mated), or proceed by the iodometric 
method described in § 141a.5(d) (1), ex¬ 
cept prepare the sample as follows: 
Dissolve a weighed sample (approxi¬ 
mately 50 milligrams) in 2.0 milliliters 
of redistilled methanol. Further dilute 
this solution with 1-percent phosphate 
buffer (pH 6.0) to give a concentration 
of 2,000 units per milliliter. 

(b) Sterility. Proceed as directed in 
§ 141a.2, except in the test for bacteria 
add for each 100 milliliters of media 
used 0.5 milliliter of polysorbate 80 and 
a sufficient quantity of 2 N NaOH to 
produce a solution having a pH of ap¬ 
proximately 7.9 after sterilization. 

(c) Pyrogens. Proceed as directed in 
§ 141a.3, except use physiological salt so¬ 
lution as the diluent. 

(d) Toxicity. Proceed as directed in 
§ 141a.4, except use physiological salt so¬ 
lution as the diluent, and inject 0.5 milli- 


§ 141a. 52 Dietliylaminoethyl ester peni¬ 
cillin G hydriodide for aqueous in¬ 
jection. 

(a) Potency. Using a representative 
aliquot of the product reconstituted as 
directed in the labeling, proceed as di¬ 
rected in §141a.51(a). Its potency is 
satisfactory if it contains not less than 
90 percent of the number of units that 
it is represented to contain. 

(b) Sterility. Use the entire contents 
of single-dose containers or the equiva¬ 
lent of approximately 300 milligrams 
(activity) from each multiple-dose con¬ 
tainer, and proceed as directed in 
§ 141a.51. 

(c) Moisture. Proceed as directed in 
§141a.5 (a). 

(d) Pyrogens. Proceed as directed in 
§ 141a.3, except use physiological salt so¬ 
lution as the diluent. 

(e) Toxicity. Proceed as directed in 
§ 141a.4, except use physiological salt so¬ 
lution as the diluent, and inject 0.5 milli¬ 
liter of a solution containing 2,000 units 
per milliliter. 

(f) pH. Proceed as directed in 
§ 141a.5(b), using the suspension result¬ 
ing when the product is reconstituted as 
directed in the labeling. 


liter of a solution containing 2,000 units 
per milliliter. 

(e) Moisture. Proceed as directed in 
§ 141a.5 (a). 

(f) pH. Proceed as directed in 
§ 141a.5 (b), using a saturated aqueous 
solution prepared by adding 300 milli¬ 
grams per milliliter. 

(g) Microscopical test for crystallin¬ 
ity. Proceed as directed in § 141a.5 (c). 

(h) Penicillin G content. Accurately 
weigh approximately 50 milligrams of 
the sample and dissolve in 25-milliliter 
potassium phosphate buffer, pH 7.9 (one 
part of 0.1 M KHPOs and 11.66 parts of 
0.1 M KaHPO). Allow to stand at room 
temperature for not less than 1.5 hours 
and not more than 2 hours. Transfer a 
5.0-milliliter aliquot to a 25-milliliter 
glass-stoppered test tube. Place the tube 
in an ice bath and add 10.0 milliliters of 
chloroform (previously washed with 
water). After cooling, adjust the pH of 
the aqueous phase to 2.0 by adding 0.5 
milliliter of 1-4 HsPO. Shake the tube 
thoroughly for 2 minutes, centrifuge, and 
withdraw the lower chloroform layer 
with the aid of a 10-milliliter hypodermic 
syringe and a 3-inch needle. Superfi¬ 
cially dry the chloroform by filtering 
through a pledget of cotton, using a 
U-shaped funnel to reduce evaporation 
during filtration. Determine the absorb¬ 
ance of the filtered chloroform solution 
in a 1-centimeter cell at 265 m/i and 280 
m/j, using a suitable spectrophotometer. 
Treat the working standard of sodium 
penicillin G in the same manner, using 
an accurately weighed sample of ap¬ 
proximately 30 milligrams. 


(a) Potency —(1) Penicillin content. 
Proceed as directed in § 141a.9(a). Its 
content of penicillin is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(2) Streptomycin content. Proceed as 
directed in § 141a.36 (a) (2). Its content 
of streptomycin is satisfactory if it con¬ 
tains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(3) Dihydrostreptomycin content. 
Proceed as directed in § 141a.36 (a) (3). 
Its content of dihydrostreptomycin is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
that it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a). 

§ 141a.54 Benzathine penicillin G for 
aqueous injection. 

(a) Potency. Proceed as directed in 
§141a.47(a), using as the sample for 
assay a representative aliquot of the 
suspension equivalent to one dose; or 


_ , . _ (A, at 265 m n—A x at 280 m/t) (wt. s)(100) 

^ (A s at 265 m/i—A s at 280 m/i) (wt. x) (0.635) 

where: 

A= absorbance. 

re= dietliylaminoethyl ester penicillin G hydriodide. 
s=sodium penicillin G working standard. 


§ 141a.53 Penicillin-streptomycin im¬ 
plantation pellets; penicillin-dihydro¬ 
streptomycin implantation pellets*. 
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if it is a dry mixture of the drug, a rep¬ 
resentative aliquot of the drug equiva¬ 
lent to one dose after it has been recon¬ 
stituted as directed in the labeling. Its 
potency is satisfactory if it contains not 
less than 90 percent of the number of 
units that it is represented to contain. 

(b) Sterility. Proceed as directed in 
§ 141a.47 (b). 

(c) Moisture (dry mixture of the 
drug) . Proceed as directed in § 141a.26 
(e). 

(d) Pyrogens. Proceed as directed in 
§ 141a.*7 (d). 

(e) Toxicity. Proceed as directed in 
§ 141a.47 (c). 

(f) pH —(1) Dry mixture of the drug. 
Proceed as directed in § 141a.5(b), using 
the suspension resulting when the prod¬ 
uct is reconstituted as directed in the 
labeling. 

(2) Aqueous suspension of the drug. 
Proceed as directed in § 141a.5(b), using 
the undiluted aqueous suspension. 

§ 141a.55 Benzathine penicillin G and 
buffered crystalline penicillin for 
aqueous injection. 

(a) Total potency (except in single¬ 
dose containers). Proceed as directed 
in § 141 a. 1, except if the bioassay method 
is used prepare the sample by diluting 
1.0 milliliter of the drug suspension with 
sufficient dimethyl formamide, forma- 
mide, or methyl alcohol to dissolve the 
benzathine penicillin. Make to 100 
milliliters with buffer. Shake well and 
dilute to 1.0 unit per milliliter. If the 
iodometric method is used, proceed as 
directed in § 141a.47, except in preparing 
the blank solution dilute 1.0 milliliter of 
the drug suspension to 250 milliliters 
with 1-percent phosphate buffer at pH 
6.0. In preparing the solution for inac¬ 
tivation dissolve 1.0 milliliter of the drug 
suspension in approximately 20 milli¬ 
liters of 0.5 N NaOH. Allow to stand for 
15 minutes. Dilute to 250 milliliters with 
distilled water. Pipette a 2.0-milliliter 
aliquot into a 125-milliliter glass-stop¬ 
pered Erlenmeyer flask and add 2.0 mil¬ 
liliters 1.2 N HC1 and 10 milliliters 0.01 N 
iodine. 

(b) Buffered crystalline penicillin 
content. Place 1.0 milliliter of the drug 
suspension in a 10 -milliliter volumetric 
flask and add 20 percent sodium sulfate 
to make 10 milliliters. Shake well and 
centrifuge to obtain a clear, or reason¬ 
ably clear, solution. Dilute a 5.0-milli¬ 
liter aliquot to 50 milliliters with buffer 
and proceed as directed in § 141a.l to 
determine the number of units per milli¬ 
liter of this solution, and from this value 
calculate the number of units per milli¬ 
liter of the drug. The content of buf¬ 
fered crystalline penicillin is satisfactory 
if it is not less than 85 percent of that 
which it is represented to contain. 

(c) Benzathine penicillin G content. 
The benzathine penicillin G content of 
the batch is the difference between the 
total potency as described in paragraph 

(a) or (d) of this section and the content 
of buffered crystalline penicillin deter¬ 
mined by the method prescribed in para¬ 
graph (b) of this section. The content of 
benzathine penicillin G is satisfactory 


if it is not less than 85 percent of that 
which it is represented to contain. 

(d) Total potency of a single-dose 
container. Add sufficient distilled water 
to the material remaining in the 10 -milli¬ 
liter volumetric flask referred to in par¬ 
agraph (b) of this section to bring the 
volume back to 10 milliliters and deter¬ 
mine the number of units per milliliter 
of this suspension. If the iodometric 
method is used, 2 . 0 -milliliter aliquots are 
placed in 50-milliliter volumetric flasks 
(one blank and one to be inactivated). 
Obtain the total potency by adding the 
number of units found in the 10 -milli¬ 
liter volumetric flask to one-half the 
content of buffered crystalline penicillin 
found in paragraph (b) of this section. 

(e) Sterility. Proceed as directed in 
§ 141a.47 (b). 

(f) Moisture. Proceed as directed in 
§ 141a.26 (e). 

(g > Pyrogens. Proceed as directed in 
§ 141a.47 (d). 

(h) Toxicity. Proceed as directed in 
§ 141a.47 (c). 

(i) pH. Proceed as directed in 
§ 141a.5(b), using the suspension result¬ 
ing when the product is reconstituted as 
directed in the labeling. 

§ 141a.56 Chloroprocaine penicillin O. 

(a) Potency, sterility, pyrogens, toxi¬ 
city, moisture, pH, and crystallinity. 
Proceed as directed in § 141a.26, except 
if the iodometric assay for potency is 
used, calculate as directed in § 141a.5(d) 
( 2 ). 

(b) Chloroprocaine penicillin O con¬ 
tent. Proceed as directed in § 141a.5 (h) 
( 1 ), except use an accurately weighed 
sample of approximately 168 milligrams 
and calculate the percent of chloropro¬ 
caine penicillin O as follows: 


a (sample) 
a (standard) 


X168=percent chloroprocaine 
penicillin O. 


(c) Chloroprocaine penicillin G con¬ 
tent. Proceed as directed in § 141a.5 (g), 
except prepare the sample as follows: 
Accurately weigh approximately 500 
milligrams of the sample in a 25-milli¬ 
liter glass-stoppered test tube. Add 6 
milliliters of distilled water and 6.0 
milliliters of amyl acetate. Place the 
tube in an ice bath for 5 minutes and 
then add 4 milliliters of 1-4 HPO*, shake 
vigorously for 2 minutes, centrifuge for 
1 minute to separate the layers, and 
withdraw 5.0 milliliters of the amyl 
acetate layer. Pla«e the amyl acetate in 
a 250-milliliter Erlenmeyer flask and 
evaporate to dryness by directing a 
stream of air into the flask. Dissolve the 
residue in 2.0 milliliters of 2.5 percent 
KOH. 

Calculate the percent of penicillin G 
in the sample from the equation: 

(5.10) (x) (50) (100) 

(Wt. sample milligrams) (0.8337 


= percent penicillin G 

§ 141a.57 Chloroprocaine penicillin O 
for aqueous injection. 

For the determination of potency, 
sterility, moisture, pyrogens, toxicity, 
and pH, proceed as directed in § 141a.29, 
except if the iodometric assay for po¬ 


tency is used, calculate as directs u 
§ 141a.5(d)(2). ** ln 

§ 141 a. 58 Penicillin-streptomycin Vag ; 
nal suppositories; penicillin-dihydro, 
streptomycin vaginal suppositories, 

(a) Potency —( 1 ) Penicillin content 

Proceed as directed in § 141a.l8(a) its 
content of penicillin is satisfactory if h 
contains not less than 85 percent of the 
number of units that it is represented to 
contain. | 

(2) Streptomycin content. Using 5 
suppositories, proceed as directed in 
§ 141a.35 (a) (2), except that 150 millili¬ 
ters of peroxide-free ether is used in 
the extraction. Its content of strepto¬ 
mycin is satisfactory if it contains not 
less than 85 percent of the number of 
milligrams that it is represented to con¬ 
tain. 

(3) Dihydrostreptomycin content 
Proceed as directed in subparagraph (2) 
of this paragraph, using the dihydro¬ 
streptomycin working standard as a 
standard of comparison. Its content of 
dihydrostreptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(b) Moisture. Proceed as directej in 
§ 141a.l8 (b). 

§ 141 a. 59 Penicillin— streptomycin-haei- 
tracin dental paste; penicillin-dihy. 
drostreptomycin— bacitracin dental 
paste. 

(a) Potency. Proceed as directed in 
§ 141a.49(a). 

(b) Moisture. Proceed as directed in 
§ 141a.8 (b). 

(c) Sterility. Proceed as directed in 
§141a.7 (b). 

§ 141a.60 Penicillin and dihydrostrepto¬ 
mycin-streptomycin sulfates veter¬ 
inary; procaine penicillin in dihydro¬ 
streptomycin-streptomycin sulfates 
solution veterinary. 

(a) Potency. Use as the sample for 
assay a representative aliquot of the 
suspension equivalent to one dose; or 
if it is a dry mixture of the drug, a rep¬ 
resentative aliquot of the drug equiva¬ 
lent to one dose after it has been recon¬ 
stituted as directed in the labeling. 

(1) Penicillin content. If it contains: 

(i) Crystalline penicillin and dihydro¬ 
streptomycin-streptomycin sulfates. 
Proceed as directed in § 141a.39(a) ( 2 ) 
if it is the dry powder or in § 141a.46(a) 
( 1 ) if it is the solution; or 

(ii) Procaine penicillin and dihydro¬ 
streptomycin-streptomycin sulfates. 
Proceed as directed in § 141a.39(a) ( 2 ) 
if it is the dry powder or in § 141a.46(a) 
( 1 ) if it is the solution; or 

(iii) Benzathine penicillin G and di¬ 
hydrostreptomycin - streptomycin sul¬ 
fates. Proceed as directed in § 141a.47 
(a), except that in the iodometric assay 
1 drop of 1.2 N HC1 is added to the blank 
immediately before the addition of the 
0.01 N I 2 ; or 

(iv) Crystalline penicillin-procaine 
penicillin and dihydrostreptomycin- 
streptomycin sulfates. Proceed as di¬ 
rected in § 141a.32 (a), (b), and (c), ex¬ 
cept that in the iodometric assay 1 drop 
of 1.2 N HC1 is added to each blank im- 
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■mediately before the addition of the 0.01 

^ ^Crystalline penicillin-benzathine 
Zcillin G and dihydrostreptomycin- 
vZvtomycin sulfates. Proceed as di¬ 
eted in § 141a.55 (a), (b), (c), and (d) 
St that in the iodometnc assay 1 
l P 0 f i 2 N HC1 is added to each blank 
I immediately before the addition of the 

° °(vD ^Crystalline penicillin-procaine 
Umcillin-benzathine penicillin G and 
Mhvdrostreptomycin-streptomycin sul- 
Untes Proceed as directed in „ 141a.61 
a) (1) (2), (3), and (4), except that 
Lthe iodometric assay 1 drop of 1.2 N 
HC1 is added to each blank immediately 
before the addition of the 0.01 N I*; or 
(vii) Crystalline penicillin O-chloro- 
orocaine penicillin O and dihydrostrep¬ 
tomycin-streptomycin sulfates. Proceed 
as directed in § 141a.32 (a) , (b) , (c) , and 
( d), with the following exceptions: 

(a) In the iodometric assay, 1 drop of 
\[2N HCl is added to the blank immedi- 
! a 'tely before the addition of the 0.01 N I 2 . 

(b) The penicillin O working standard 
is used as the standard of comparison in 
the iodometric assay. 

(c) In the colorimetric determination 
of chloroprocaine penicillin O, the 
standard curve is prepared by using a 
standard solution containing 31.04 mil¬ 
ligrams of chloroprocaine hydrochloride 
In 1 liter of distilled water; or 

(viii) Procaine penicillin-benzathine 
penicillin G and dihydrostreptomycin- 
streptomycin sulfates. Proceed as di¬ 
rected in § 141a.67 (a) (1) and (2). 

The total potency and the number of 
units of each salt of penicillin are satis¬ 
factory if the immediate containers con¬ 
tain not less than 85 percent of the num¬ 
ber of units that they are represented to 
contain. 

(2) Combined potency of dihydro¬ 
streptomycin and streptomycin; content 
of streptomycin. Proceed as directed in 
§ 141b.118 (a) and (b) of this chapter. 
Its combined potency of streptomycin 
and dihydrostreptomycin is satisfactory 
if it is not less than 90 percent of the 
number of milligrams that it is repre¬ 
sented to contain. Its content of strepto¬ 
mycin is satisfactory if it contains not 
less than 45 percent and not more than 
55 percent of the combined potency of 
streptomycin and dihydrostreptomycin. 

(b) Sterility. Proceed as directed in 
§ 141a.39 (b), except if it contains ben¬ 
zathine penicillin G proceed as directed 
in § 141a.47 (b). 

(c) Toxicity. Proceed as directed in 
§ 14la.39 (c), except if it contains ben¬ 
zathine penicillin G, proceed as directed 
in § 141a.47 (c), using a test suspension 
containing a total penicillin activity of 
4,000 units per milliliter. 

(d) Pyrogens. Proceed as directed in 
§ 141a.39 (d), except if it contains ben¬ 
zathine penicillin G proceed as directed 
in § 141a.47 (c), usinc a test suspension 
containing a total penicillin activity of 
4,000 units per milliliter. 

(e) Moisture. Proceed as directed in 
§ 141a.5 (a), except if it contains pro¬ 
caine penicillin, chloroprocaine penicillin 
O, or benzathine penicillin G proceed as 
directed in § 141a.26(e). 
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(f) pH. Proceed as directed in 
§ 141a.29 (f). 

§ 141 a. 61 Benzathine-procaine-buffered 
crystalline penicillins for aqueous 
injection. 

(a) Potency—( 1) Total potency. Pro¬ 
ceed as directed in § 141a.l, except if 
the bioassay method is used prepare the 
sample by diluting one dose of the drug 
suspension with sufficient dimethyl form- 
amide or formamide or methyl alcohol 
to dissolve the benzathine penicillin 
G. Make to 100 milliliters with 1-per¬ 
cent phosphate buffer, pH 6.0. Shake 
well, and dilute to 1.0 unit per milliliter 
with buffer. If the iodometric method of 
assay is used, add the indicated amount 
of distilled water to the contents of a 
vial of the sample, shake well, and pro¬ 
ceed as follows (except for single-dose 
containers): 

(1) Using a standardized hypodermic 
syringe, withdraw one dose and dilute 
with 1-percent phosphate buffer, pH 6.0, 
to give a concentration of approximately 
2,000 units per milliliter. Use 2.0 milli¬ 
liters of this suspension as the blank in 
the iodometric assay procedure described 
in § 141a.5 (d) (1). 

(ii) Using a standardized hypodermic 
syringe, withdraw another dose, place in 
a flask, and add 20 milliliters of 0.5 
N NaOH for each 300,000 units of benza¬ 
thine penicillin, mix well, being sure that 
all penicillin is in solution, and allow to 
stand for 15 minutes. Add 1 milliliter of 
1.2 IV HCl for each 2 milliliters of 0.5 N 
NaOH, mix, and dilute with distilled 
water to the same volume as was used in 
subdivision (i) of this subparagraph. 
Place 2.0 milliliters in a 125-milliliter 
glass-stoppered Erlenmeyer flask, add 10 
milliliters of 0.01 N iodine, allow to stand 
for 15 minutes, and titrate with 0.01 N 
sodium thiosulfate as directed in the 
iodometric assay procedure in § 141a.5 
(d) (1). The total potency of the batch 
is satisfactory if it contains not less 
than 85 percent of that which it is rep¬ 
resented to contain. 

(2) Procaine penicillin content ( ex¬ 
cept for single-dose containers). Make 
suitable dilutions of the solution pre¬ 
pared in subparagraph (1) (ii) of this 
paragraph to obtain approximately 60 
units of procaine penicillin per milliliter. 
Determine the procaine penicillin con¬ 
tent by the colorimetric procedure de¬ 
scribed in § 141a.32 (b) (3). The con¬ 
tent of procaine penicillin is satisfactory 
if it contains not less than 85 percent of 
the number of units that it is represented 
to contain. 

(3) Buffered crystalline penicillin con¬ 
tent —(i) Preparation of the solution for 
assay, (a) Add the indicated amount of 
distilled water to the contents of a vial 
of the sample, and shake well. With¬ 
draw one dose of the suspension with a 
hypodermic syringe and place in a 10- 
milliliter volumetric flask. Add 20-per¬ 
cent sodium sulfate solution almost to 
the mark, centrifuge sufficiently to see 
the meniscus, make to volume with 20- 
percent sodium sulfate solution, shake 
well, and centrifuge to obtain a clear or 
reasonably clear solution; or 

(b) If the original product contains 
more than 600,000 units, place it in a 
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50-milliliter volumetric flask, add 20- 
percent sodium sulfate to the mark, 
shake well, place a 10-milliliter portion 
in a centrifuge tube, and centrifuge to 
obtain a reasonably clear solution. 

(c) Dilute a 5.0-milliliter aliquot of the 
clear solution obtained in (a) or (b) of 
this subdivision with 1-percent phos¬ 
phate buffer, pH 6.0, to give a solution 
for assay of approximately 2,000 units 
per milliliter. 

(ii) Iodometric assay for total peni¬ 
cillin in the solution for assay. Deter¬ 
mine the total quantity of penicillin in 
the solution for assay by the iodometric 
assay procedure described in § 141a.5 (d) 
( 1 ). 

(iii) Colorimetric determination of 
procaine penicillin in the solution for 
assay. Proceed as directed in § 141a.32 
(b) (3). The content of procaine peni¬ 
cillin in the batch is satisfactory if it is 
not less than 85 percent of that which it 
is represented to contain. 

(iv) The buffered crystalline penicillin 
in one dose of the product is calculated as 
follows: 

A-{B — C)F, 

where 

A = the buffered crystalline penicillin con¬ 
tent of the product. 

B=the number of units of penicillin per 
milliliter as determined in subpara¬ 
graph (3) (ii) of this paragraph. 

C= the number of units of procaine peni¬ 
cillin per milliliter as determined in 
subparagraph (3) (iii) of this para¬ 
graph. 

F=the appropriate dilution factor de¬ 
pending on the dilutions made in the 
preparation of the solution for assay. 

The content of buffered crystalline peni¬ 
cillin is satisfactory if the batch con¬ 
tains 85 percent of the number of units 
per milliliter that it is represented to 
contain. 

(4) Benzathine penicillin content . 
The sum of the procaine penicillin con¬ 
tent determined under subparagraph (2) 
or (6) of this paragraph and the buffered 
crystalline penicillin content determined 
under subparagraph (3) of this para¬ 
graph. subtracted from the total potency 
determined in subparagraph (1) or (5) 
of this paragraph, represents the benza¬ 
thine penicillin G content. The benza¬ 
thine penicillin G content is satisfactory 
if it is not less than 85 percent of the 
number of units that it is represented to 
contain. 

(5) Total potency of a single-dose 
container . Wash out the material re¬ 
maining in the volumetric flask referred 
to in subparagraph (3) (i) (a) of this 
paragraph, or combine the contents re¬ 
maining in the 50-milliliter volumetric 
flask and in the centrifuge tube referred 
to in subparagraph (3) (i) (b) of this 
paragraph. Dissolve the material by 
adding 10 milliliters of 1 N NaOH for 
each 300,000 units of benzathine peni¬ 
cillin and allow to stand 15 minutes. 
Add 1 milliliter of 1.2 N HCl for each 
milliliter of 1 N NaOH and then dilute 
with distilled water to give a concen¬ 
tration of approximately 2,000 units per 
milliliter. Place 2.0 milliliters in a 125- 
milliliter glass-stoppered Erlenmeyer 
flask, add 10 milliliters of 0.01 N iodine, 
allow to stand for 15 minutes, and then 
titrate with 0.01 N sodium thiosulfate 
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as directed in § 141a.5 (d) (1). For the 
blank determination prepare a separate 
sample as directed in subparagraph (3) 

(i) (a) or (b) of this paragraph and in 
the first sentence of this subparagraph, 
then dilute with 1 percent phosphate 
buffer, pH 6.0, to give a concentration of 
approximately 2,000 units per milliliter. 
The total potency of the one-dose con¬ 
tainer is equal to the sum of the num¬ 
ber of units found in this assay (units 
per milliliterXvolume) and the num¬ 
ber of units found (units per milliliter 
Xvolume) in the solution for assay in 
subparagraph (3) (ii) of this paragraph. 

(6) Procaine penicillin content of a 
single-dose container. Make suitable 
dilutions of the NaOH-inactivated solu¬ 
tion prepared in subparagraph (5) of 
this paragraph to obtain approximately 
60 units of procaine penicillin per milli¬ 
liter. Determine the procaine penicil¬ 
lin content (units per milliliter X 
volume) of this solution by the colori¬ 
metric procedure described under 
§ 141a.32 (b) (3). "To this value add 
the procaine penicillin content (units 
per milliliterXvolume) of the solution 
for assay, as found in subparagraph (3) 
(iii) of this paragraph, to obtain the 
procaine penicillin content of the one- 
dose container. The content of pro¬ 
caine penicillin in the batch is satisfac¬ 
tory if it is not less than 85 percent of 
that which it is represented to contain. 

(b) Sterility. Proceed as directed in 
§ 141a.47 (b). 

(c) Pyrogens. Proceed as directed in 
§ 141a.47 (d). 

(d) Toxicity. Proceed as directed in 
§ 141a.47 (c). 

(e) Moisture. Proceed as directed in 
§141a.26 (e). 

(f) pH. Proceed as directed in 
§ 141a.5(b), using the suspension result¬ 
ing when the product is reconstituted as 
directed in the labeling. 

§ 141a.62 Benzathine penicillin G and 
procaine penicillin for aqueous injec¬ 
tion. 

(a) Total potency, benzathine penicil¬ 
lin G content, procaine penicillin con¬ 
tent. Proceed as directed in § 141a.61 

(a) (1), (2), and (4). 

(b) Sterility, toxicity, pyrogens. Pro¬ 
ceed as directed in § 141a.47 (b), (c), 
and (d). 

(c) pH. Proceed as directed in 
§ 141a.5 (b), using the undiluted aque¬ 
ous suspension or the suspension pre¬ 
pared as directed in the labeling for the 
drug. 

(d) Moisture (dry mixture of the 
drug). Proceed as directed in §141.26 

(e). 

§ 141 a.63 Penicillin-bacitracin-neomycin 
ointment; penicillin-bacitracin-neo¬ 
mycin in oil. 

(a) Potency —(1) Penicillin content; 

' bacitracin content. Proceed as directed 
in § 141a.37(a). 

(2) Neomycin content . Proceed as 
directed in § 141e.411 (a) (2) of this 
chapter, except that sufficient penicil¬ 
linase is added to the sample under test 
to completely inactivate the penicillin 
present. Its content of neomycin is sat¬ 
isfactory if it contains not less than 85 
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percent of the number of milligrams per 
gram that it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.8 (b). 

§ 141a.64 Penicillin-streptomycin tab¬ 
lets ; penicillin-dihydrostreptomycin 
tablets. 

(a) Potency —(1) Penicillin content. 
Proceed as directed in §141a.9(a). Its 
content of penicillin is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(2) Streptomycin content. Proceed 
as directed in § 141a.36 (a) (2). Its 
content of streptomycin is satisfactory 
if it contains not less than 85 percent of 
the number of milligrams it is repre¬ 
sented to contain. 

(3) Dihydro streptomycin content. 
Proceed as directed in § 141a.36 (a) (3). 
Its content of dihydrostreptomycin is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a). 

(c) Disintegration time. Proceed as 
directed in § 141a.9(c). 

§ 14la.65 Penicillin-streptomycin-neo¬ 
mycin in oil; penicillin-dihydrostrep- 
tomycin-neomycin in oil; penicillin- 
streptomycin-neomycin ointment; 
penicillin - dihydrostreptomycin-neo¬ 
mycin ointment. 

(a) Potency —(1) Penicillin content. 
Proceed as directed in § 141a.35(a) (1), 
(2), and (3). Its content of penicil¬ 
lin is satisfactory if it contains not less 
than 85 percent of the number of units 
that it is represented to contain. 

(2) Streptomycin content. Proceed as 

directed in § 141b.lGl of this chapter, 
except § 141b.101 (j) and (k) of this 
chapter, and in lieu of the directions 
in § 141b. 101 (e) of this chapter, pre¬ 
pare the sample as directed in § 141a.35 
(a) (4) (i). If the sample contains 

three times as much (or more) neomycin 
as streptomycin, prepare the streptomy¬ 
cin standard curve by adding to each 
concentration of streptomycin the quan¬ 
tity of neomycin (as calculated from the 
quantity of neomycin found, using the 
method prescribed in subparagraph (4) 
of this paragraph) that would he present 
when the sample is diluted to contain 1.0 
iig. of streptomycin (estimated) per mil¬ 
liliter. Its content of streptomycin is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
that it is represented to contain. 

(3) Dihydrostreptomycin content. 
Proceed as directed in subparagraph (2) 
of this paragraph, using the dihydro¬ 
streptomycin working standard as the 
standard of comparison. Its content of 
dihydrostreptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(4) Neomycin content, (i) Proceed as 
directed in § 141e.410(b) (1) of this chap¬ 
ter, except prepare the sample as fol¬ 
lows: Place 1.0 milliliter of the sample 
in a separatory funnel containing ap¬ 
proximately 50 milliliters of peroxide- 
free ether and extract with four succes¬ 
sive 20-milliliter portions of distilled 


water. Make the combined aqueous I 
tractions to 100 milliliters with distiiiL‘1 
water. Transfer a 10-milliliter al3 
of the aqueous extract to a 25-milliiitprl 
volumetric flask and add 1.0 milliliter Zl 
5 percent Ba(0H) 2 8H 2 0. Using a test! 
tube clamp, suspend the open flask in a I 
steam bath so that the mouth of thal 
flask is slightly above the level of thll 
steam bath. Heat with steam for II 
hours; remove, cool, add one drop of ln| 
percent phenolphthalein and neutralize I 
dropwise with 1.0 N H 2 SO«. Make to I 
volume with distilled water and pour a I 
reasonable aliquot into an appropriate! 
centrifuging tube. Centrifuge for s| 
minutes at approximately 4,000 r.pml 
and decant. Pipette an appropriate vol- I 
ume for assay and accurately add suf¬ 
ficient 1.0 M potassium phosphate 
buffer, pH 8.0, to provide, after addition 
of distilled water, a solution having a mo¬ 
larity of 0.1 percent with respect to the 
potassium phosphate buffer and contain¬ 
ing 10 micrograms of neomycin per mil¬ 
liliter if the test organism is Staph¬ 
ylococcus aureus, and 1.0 microgram of 
neomycin per milliliter if the test orga-' 
nism is Staphylococcus epidermidis. 

(ii) The neomycin content may also I 
be determined as follows: Place 1.0 milli¬ 
liter of the sample in a separatory funnel 
containing 50 milliliters of peroxide-free 
ether and extract with four successive 20- 
milliliter portions of 0.1 M potassium 
phosphate buffer at pH 7.8 to 8.0. Make 
the combined aqueous extractions to 100 
milliliters with the 0.1 M potassium phos¬ 
phate buffer. Pipette an appropriate 
volume for assay and accurately add 
sufficient 0.1 M potassium phosphate buf¬ 
fer to provide a solution containing 10 
micrograms of neomycin per milliliter 
if the test organism is Staphylococcus 
aureus and 1.0 microgram of neomycin 
per milliliter if the test organism is 
Staphylococcus epidermidis. Proceed as 
directed in § 141b.410(b) (1) of this chap¬ 
ter, except add sufficient penicillinase to 
completely inactivate the penicillin pres¬ 
ent. If Staphylococcus aureus is used as 
the test organism, use the Food and Drug 
Administration dihydrostreptomycin-re¬ 
sistant strain of Staphylococcus aureus 
(A.T.C.C. 6538-PR) which is grown and 
maintained on media containing 1,000 
micrograms of dihydrostreptomycin per 
milliliter of agar. 

(b) Moisture. Using 1 milliliter as 
the test sample, proceed as directed in 
§ 141a.7 (c). 

§ 141a.66 Capsules procaine penicillin 
in oil. 

(a) Potency. Proceed as directed in 
§ 141a. 1, except paragraph (i) of that 
section, and in lieu of the directions in 
§ 141a.l(d) prepare the sample as fol¬ 
lows: Place 12 capsules in a blending 
jar containing 40 milliliters of absolute 
alcohol and 200 milliliters of 1.0 percent 
phosphate buffer, pH 6.0. After blend¬ 
ing for 1 minute with a high-speed 
blender, add 260 milliliters of 1.0 percent 
phosphate buffer, pH 6.0. Blend again 
for 1 minute and make the proper esti¬ 
mated dilutions in 1-percent phosphate 
buffer at pH 6.0. Its potency is satis¬ 
factory if it contains not less than 85 
percent of the number of units per cap¬ 
sule that it is represented to contain. 
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(b) Moisture . Using an accurately 
ffeighed sample of approximately 1 gram 
nf the capsule contents, proceed as di¬ 
rected in § 141a.7 (c). 

Sl41a.67 Procaine penicillin and ben- 
* zathino penicillin G in streptomycin 
sulfate solution; procaine penicillin 
and benzathine penicillin G in .di- 
hydrostreptomycin sulfate solution 
veterinary (procaine penicillin and 
benzathine penicillin G in crystalline 
dihydrostreptomycin sulfate solution 
veterinary). 

(a) Potency— (1) Total potency and 

vrocaine penicillin content. Proceed as 
directed in § 141a.61(a) (1) and (2), 

except that in the iodometric assay one 
drop of 1.2 N HCl is added to the blank 
immediately, before the addition of the 
0.01 N iodine. 

(2) Benzathine penicillin G content. 
The difference between the total penicil¬ 
lin potency and the procaine penicillin 
content determined under subparagraph 

(1) of this paragraph represents the 
benzathine penicillin G content. The 
benzathine penicillin G content is satis¬ 
factory if it is not less than 85 percent 
of that which it is represented to con¬ 
tain. 

(3) Streptomycin content. Proceed 
as directed in § 141b.101 (j) and (k) of 
this chapter. 

(4) Dihydrostreptomycin content. 
Proceed as directed in § 141b.108 (a) of 
this chapter. 

(b) Sterility. Proceed as directed in 
§ 141a.47 (b), except that no control tube 
is used in the test for bacteria. 

(c) Toxicity. Proceed as directed in 
§ 141a.39 (c). 

(d) Pyrogens. Proceed as directed in 
§ 141a.39 (d). 

(e) pH. Proceed as directed in § 141a.5 
(b), using the undiluted aqueous sus¬ 
pension. 

§ 141a.68 Benzathine penicillin G and 
streptomycin; benzathine penicillin 
G and dihydrostreptomycin veter¬ 
inary. 

(a) Potency —(1) Content of benza¬ 
thine penicillin G. Proceed as directed in 
§141a.47(a). Its content of benzathine 
penicillin G is satisfactory if it contains 
not less than 90 percent of the number 
of units that it is represented to contain. 

(2) Streptomycin content. Proceed as 
directed in § 141b.101 (j) of this chapter. 
Its content of streptomycin is satisfac¬ 
tory if it contains not less than 90 per¬ 
cent of the number of grams that it is 
represented to contain. 

(3) Dihydrostreptomycin content. 
Proceed as directed in § 141b.l08 (a) of 
this chapter. Its content of dihydro¬ 
streptomycin is satisfactory if it con¬ 
tains not less than 90 percent of the 
number of grams that it is represented 
to contain. 

(b) Sterility. Use the entire contents 
of single-dose containers or the equiva¬ 
lent of approximately 0.5 gram (com¬ 
bined activity) for each multiple-dose 
container, and proceed as directed in 
§ 141a.47 (b), except that no control tube 
is used in the test for bacteria. 

(c) Moisture. Proceed as directed in 
§141a.26 (e). 


(d) Toxicity, pyrogens, pH. Proceed 
as directed in § 141a.39 (c), (d), and (f). 

§ 14la.69 Crystalline penicillin G oral 
suspension, crystalline penicillin G 
sodium oral suspension, potassium 
penicillin G oral suspension. 

(a) Potency. Proceed as directed in 
§ 141a.l, except § 141a.l(i), and in lieu 
of the directions in § 141 a. 1(d), prepare 
the sample as follows: By means of a 
hypodermic syringe, introduce 5 milli¬ 
liters of the well-shaken test sample into 
a high-speed blender containing 244 
milliliters of 1-percent phosphate buffer 
at pH 6.0 and 1.0 milliliter of polysorbate 
80. Blend the mixture for 3 to 5 minutes. 
Make the proper estimated dilutions in 
1-percent phosphate buffer at pH 6.0. 
Its potency is satisfactory if it contains 
not less than 85 percent of the number of 
units per milliliter that it is represented 
to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.7 (c). 

§ 141a.70 Tablets benzathine penicillin 
G and crystalline penicillin. 

(a) Potency —(1) Total potency. 
Proceed as directed in § 141a.9(a) (2), 
Its total potency is satisfactory if it con¬ 
tains not less than 85 percent of the 
number of units per tablet that it is 
represented to contain. 

(2) Crystalline penicillin content. 
Place 5 tablets in a blending jar and add 
thereto sufficient distilled water to give 
a concentration of 5,000 units of crystal¬ 
line penicillin per milliliter. Blend for 
2 minutes with a high-speed blender, 
filter, remove a 10-milliliter aliquot of 
the filtrate and dilute to 25 milliliters 
with 1.0 percent phosphate buffer at 
pH 6.0. Remove a 2-milliliter aliquot of 
this solution and assay by the iodometric 
assay procedure described in § 141a.5 (d) 
(1). Its content of crystalline penicillin 
is satisfactory if it contains not less 
than 85 percent of the number of units 
per tablet that it is represented to con¬ 
tain. 

(3) Benzathine penicillin G content. 
The benzathine penicillin G content of 
the batch is the difference between the 
total potency as determined by the meth¬ 
od described in subparagraph (1) of this 
paragraph and the content of crystalline 
penicillin as determined by the method 
prescribed in subparagraph (2) of this 
paragraph. Its content of benzathine 
penicillin G is satisfactory if it contains 
not less than 85 percent of the number 
of units per tablet that it is represented 
to contain. 


§ 14Ia.73 Dibenzylamine penicillin and 
potassium penicillin powder, buf¬ 
fered. 

(a) Total potency. Proceed as di¬ 
rected in § 141a.l, using 5 milliliters of 
the preparation, reconstituted as directed 
in the labeling. " 

(b) Potassium penicillin content. Cen¬ 
trifuge approximately 10 milliliters of 
the reconstituted preparation to obtain 


(b) Moisture. Proceed as directed in 
§ 141a.26 (e). 

(c) Disintegration time. Proceed as 
directed in § 141a.9(c). 

§ 141a.71 Penicillin-streptomycin pow¬ 
der ; penicillin-dihydrostreptomycin 
powder. 

(a) Potency —(1) Penicillin content. 
Use an accurately weighed sample of ap¬ 
proximately 1 gram and proceed as di¬ 
rected in § 141a.l, except paragraph (i) 
of that section. The penicillin content 
of the powder is satisfactory if it con¬ 
tains not less than 85 percent of the num¬ 
ber of units that it is represented to 
contain. 

(2) Streptomycin content. Use an ac¬ 
curately weighed sample of approxi¬ 
mately 1 gram and proceed as directed 
in § 141a.36 (a) (2). The streptomycin 
content of the powder is satisfactory if 
it contains not less than 85 percent of 
the number of milligrams of activity 
that it is represented to contain. 

(3) Dihydrostreptomycin content. 
Use an accurately weighed sample of 
approximately 1 gram and proceed as di¬ 
rected in § 141a.36 (a) (3). The dihy¬ 
drostreptomycin content of the powder 
is satisfactory if it contains not less than 
85 percent of the number of milligrams 
of activity that it is represented to 
contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a). 

§ 141a.72 Dibenzylamine penicillin G 
(dibenzylamine penicillin G salt). 

(a) Potency. Proceeds as directed in 
§ 141a.26 (a). 

(b) Sterility. Proceed as directed in 
§ 141a.2. 

(c) Pyrogens. Proceed as directed in 
§ 141a.3, except use physiological salt 
solution as the diluent. 

(d) Toxicity. Proceed as directed in 
§ 141a.4, except use physiological salt 
solution as the diluent, and inject 0.25 
milliliter of a solution containing 4,000 
units per milliliter. 

(e) Moisture. Proceed as directed in 
§ 141a.26 (e). 

(f) pH. Proceed as directed in 
§ 141a.5 (b) , using a saturated aqueous 
solution prepared by adding 300 milli¬ 
grams per milliliter. 

(g) Microscopical test for crystallinity. 
Proceed as directed in § 141a.5 (c). 

(h) Penicillin G content. Proceed as 
directed in § 141a.26 (h) , using the fol¬ 
lowing formula for calculating the per¬ 
cent of dibenzylamine penicillin G: 


a clear solution and proceed as directed 
in § 141a. 1, using 5 milliliters of the clear 
solution. The potency of the clear solu¬ 
tion is regarded as the potassium penicil¬ 
lin content. The content of potassium 
penicillin is satisfactory if it is not less 
than 85 percent of that which it is repre¬ 
sented to contain. 

(c) Dibenzylamine penicillin content. 
The difference between the total potency 


Percent of dibenzylamine penicillin G = 


N-ethyl piperidine penicillin precipitate x 245.5 
Weight of sample in milligrams 
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as determined by paragraph (a) of this 
section and the potassium penicillin as 
determined by paragraph (b) of this 
section represents the amount of diben- 
zylamine penicillin present. The con¬ 
tent of dibenzylamine penicillin is satis¬ 
factory if it is not less than 85 percent 
of that which it is represented to con¬ 
tain. 

(d) Moisture. Proceed as directed in 
§ 141a.26 (e). 

(e) pH. Proceed as directed in § 141a.5 
Cb), using the suspension resulting when 
the product is reconstituted as directed 
in the labeling. 

§ 141a.74 Dibenzylamine penicillin and 
streptomycin in oil; dibenzylamine 
penicillin and dihydroslreptomycin 
in oil. 

(a) Potency —(1) Penicillin content. 
Proceed as directed in § 141a.27 (a), 
except the last sentence thereof. Its 
content of penicillin is satisfactory if it 
contains not less than 85 percent of the 
number of units per milliliter that it is 
represented to contain. 

(2) Streptomycin content. Using 1.0 
milliliter as the test sample, proceed as 
directed in § 141a.35 (a) (2). Its con¬ 
tent of streptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams per milliliter that 
it is represented to contain. 

(3) Dihydrostreptomycin content. 
Using 1.0 milliliter as the test sample, 
proceed as directed in § 141a.35 (a) (3). 
Its content of dihydrostreptomycin is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
per milliliter that it is represented to 
contain. 

(b) Moisture. Using 1.0 milliliter as 
the test sample, proceed as directed in 
§ 141a.7 (c). 

§ 141a.75 Hydrabamine penicillin G. 

(a) Potency. Proceed as directed in 
§ 141a.l, except if the bioassay method 
is used prepare the sample as follows: 
Dissolve an accurately weighed sample 
in methanol and dilute with methanol 
to 1,000 units per milliliter (estimated). 
By means of a volumetric pipette, add 
dropwise a 1.0-milliliter aliquot to a 
1,000-milliliter volumetric flask contain¬ 
ing approximately 800 milliliters of 1- 
percent phosphate buffer, pH 6.0, con¬ 
stantly swirling the flask during the 
addition. Make to a volume of 1,000 
milliliters with 1-percent phosphate 
buffer, pH 6.0. If the iodometric method 
is used, accurately weigh 30-50 milli¬ 
grams of the sample to be tested in a 
50-milliliter Erlenmeyer flask and dis¬ 
solve in sufficient chloroform U.S.P. to 
give a concentration of 2.0 milligrams per 
milliliter. Pipette 2.0 milliliters of this 
solution into a 125-milliliter glass- 
stoppered Erlenmeyer flask, add 10 
milliliters of 0.01 N I 2 and titrate im¬ 
mediately with 0.01 N Na 2 S 2 0 3 for the 
blank determination. Toward the end 
of the titration add 1 drop of starch 
solution or about 5.0 milliliters of 
CC1*. Continue the titration by the 
addition of 0.01-0.02-milliliter portions 
of 0.01 N Na 2 S 2 0 3 , shaking vigorously 
after each addition. The end point is 
reached when the blue color of the 
starch-iodine complex is discharged or 


when the CCh layer becomes colorless. 
Prepare the solution of inactivated 
penicillin as follows: To 10 milliliters of 
the original chloroform solution add 10 
milliliters of 1 N NaOH and shake well 
immediately and 5 minutes later. Fif¬ 
teen minutes after the initial shaking, 


pipette 2.0 milliliters of the upper Nan* 
layer into a 125-milliliter glass-stoniS 
Erlenmeyer flask, add 2.0 milliHterT!S 
1.2 N HC1 and 10 milliliters of 0 01 
Stopper the flask. After 15 minute 
titrate the excess iodine with oof 
Na 2 S 2 O a . 


Units of hydrabamine penicillin G per milligram ~ 

_ Difference in titers x potency of F. D. A. working standard in units per milliCTa™ 

4 X F " 

where F = the number of milliliters of 0.01 N I 2 absorbed for each 1.0 milligram of the 
and Drug Administration sodium penicillin G working standard. ^ 


(b) Toxicity. Proceed as directed in 
§ 141a.4, except use 0.5 percent gum 
arabic solution as the diluent and inject 
0.25 milliliter of a suspension containing 
4,000 units per milliliter. 

(c) Moisture. Proceed as directed in 
§ 141a.26 (e). 

(d) pH. Proceed as directed in 
§ 141a.5 (b), using a saturated aqueous 
solution prepared by adding approxi¬ 
mately 60 milligrams per milliliter. 

(e) Microscopical test for crystallin¬ 
ity. Proceed as directed in § 141a.5 (c). 

(f) Penicillin G content. Accurately 
weigh a glass weighing bottle of ap¬ 
proximately 10-milliliter capacity to¬ 
gether with its top, a stirring rod, and a 
medium-porosity immersion filter stick. 
Transfer to the weighing bottle approxi¬ 
mately 225 milligrams of the sample to 


be tested and reweigh. Add 1.5 milli¬ 
liters of pyridine and stir until solution 
is complete. Add 0.25 milliliter of tf- 
ethylpiperidine and stir until precipita¬ 
tion begins. When precipitation is 
complete, dilute with 2.5 milliliters of 
petroleum ether, stir well, and allow to 
stand for 15 minutes. Attach the filter 
stick to a vacuum line equipped with a 
suitable trap and withdraw the liquid 
from the precipitate. Add 2.5 milliliters 
of petroleum ether to the precipitate and 
withdraw the liquid from the precipi¬ 
tate. Repeat the procedure with two 
more 2.5-milliliter portions of petroleum 
ether. Leave the stirring rod and the 
filter stick in the bottle, dry for 30 min¬ 
utes in a vacuum desiccator, stopper, 
and weigh. 


Percent of hydrabamine penicillin G 

_Milligrams of JV-ethyl piperidine penicillin precipitate X 141.4 

Weight of sample in milligrams 


(g) Absorptivity. Accurately weigh 
approximately 100 milligrams of the 
sample, dissolve in absolute methyl 
alcohol, and make to 100 milliliters. 
Determine the absorptivity of the 
sample at the absorption peak at 276 
m/z, using a suitable ultraviolet spectro¬ 
photometer and 1-centimeter quartz 
cells. Set the instrument to 100-percent 
transmission with absolute methyl alco¬ 
hol. If a recording spectrophotometer 
is used, record the ultraviolet absorp¬ 
tion spectrum from 240 m n to 300 m^. 
If a nonrecording spectrophotometer is 
used, determine the absorbance of the 
solution at the 276 m/* absorption peak, 
using a slit width of 0.4 millimeter or 
less. (The exact position of the peak 
should be determined for the particular 
instrument used.) Calculate the ab¬ 
sorptivity (1%, 1 cm.) of the sample at 
the absorption peak at 276 m/z. 

§ 141a.76 Hydrabamine penicillin G oral 
suspension. 

(a) Potency. Proceed as directed in 
§ 141a. 1, except if the bioassay method is 
used prepare the sample as follows: Place 
1.0 milliliter of the sample to be tested in 
a 100-milliliter volumetric flask and di¬ 
lute to volume with methanol. By means 


of a volumetric pipette add a 1.0-milli¬ 
liter aliquot of this solution to a sufficient 
volume of 1-percent phosphate buffer 
pH 6.0 to give a solution having a con¬ 
centration of 1 unit per milliliter (con¬ 
stantly swirling the flask during the ad¬ 
dition). If the iodometric method is 
used, dilute 1.0 milliliter of the sample 
with sufficient 1-percent phosphate buf¬ 
fer pH 6.0 to produce a suspension 
containing 2,000 units per milliliter 
(estimated). Mix and pipette 2.0 mil- 
liters into a 125-milliliter glass- 
stoppered Erlenmeyer flask. Add 10 
milliliters of 0.01 N I 2 and titrate imme¬ 
diately with 0.01 N Na 2 S 2 0 3 for the blank 
determination. Dilute a second 1.0-mil¬ 
liliter portion of the sample with 1 N 
NaOH to produce a suspension contain¬ 
ing 2,000 units per milliliter (estimated) 
and add approximately half that amount 
of chloroform U. S. P. Shake immedi¬ 
ately and again after 5 minutes. Fifteen 
minutes after the initial shaking, pipette 
2.0 milliliters of the upper NaOH layer 
into a 125-milliliter glass-stoppered Erl¬ 
enmeyer flask and add 2.0 milliliters of 
1.2 N HC1 and 10 milliliters of 0.01 N I* 
After 15 minutes titrate the excess iodine 
with 0.01 N NasSjOs. 


Units of penicillin per milliliter of suspension 

Difference in titers x potency of F. D. A. working standard in units per milli¬ 
gram X volume of 2,000 units per milliliter suspension 

__ - 

where F=the number of milliliters of 0.01 N I, absorbed by 1.0 milligram of the Food and 
Drug Administration sodium penicillin G working standard. 
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J M proceed as directed in 
|l«a .5 <b), using the undiluted aqueous 

Lspension. 

IUla77 Capsules crystalline penicillin 
■ 14 q (capsules crystalline penicillin G 
potassium, capsules crystalline peni¬ 
cillin G sodium). 

(a) Potency. * Use the contents of a 
'esentative number of capsules (usu- 
Jl 5 to 12 ) and proceed as directed in 
fcl41a 1 except § 141a.l(i), and except if 
l contains a vegetable oil, prepare the 
Uple as follows: Place the capsules in 
■Iblending jar containing 1.0 milliliter 
Ifpolysorbate 80 and sufficient 1 percent 
Ihosphate buffer, pH 6 . 0 , to give a vol- 

me of 250 milliliters. Using a high¬ 
speed blender, blend for 3 to 5 minutes, 
ihen add 250 milliliters of buffer and 
ilend for an additional minute. Make 
further dilutions to 1 unit per milliliter 
■estimated) with 1 percent phosphate 
luffer, pH 6.0. The average potency of 
fapsules crystalline penicillin G is satis¬ 
factory if it is not less than 85 percent 
|f the number of units per capsule they 
ire represented to contain. 

(b) Moisture. Use the contents of 4 
-capsules and proceed as directed in 
El41a.5 (a), except if it contains a vege¬ 
table oil proceed as directed in 

|§ 141a.7 (c). 

§ 141a.78 Benzathine penicillin G in oil. 

(a) Potency. Proceed as directed in 
|§141a.l, except paragraph (i) of that 

action, and in lieu of the directions in 
|§141a.l (d) prepare the sample as fol¬ 
lows: Place a representative quantity 
■(usually 1.0 milliliter) of a multiple-dose 
I container, or the entire contents of a 
hgle-dose container, in a blending jar 
Icontaining sufficient dimethyl forma- 
Iraide (previously adjusted to a pH of 
|6.5±0.5 with concentrated H 2 SCh) or 
■redistilled methanol to give a final vol- 
lume of 100 milliliters. Using a high¬ 
speed blender, blend the mixture for 2 
I minutes and then make the proper est¬ 
imated dilutions in a 1 . 0 -percent phos¬ 
phate buffer at pH 6.0. The potency is 
I satisfactory if it contains not less than 
185 percent of the number of units that 
I it is represented to contain. 

(b) Sterility. Proceed as directed in 
| § 141a.47 (b). 

(c) Moisture. Proceed as directed in 
| § 141a.7 (c). 

5141a.79 Benzathine penicillin G and 
procaine penicillin G in oil. 

(a) Potency —(1) Total penicillin con¬ 
sent. Proceed as directed in § 141a.78(a). 
1 The total potency is satisfactory if it con¬ 
tains not less than 85 percent of the 
I number of units that it is represented 
| to contain. 

(2) Procaine penicillin content. 
Using an appropriate dilution of the so- 

I lution prepared in subparagraph ( 1 ) of 
this paragraph, proceed as directed in 
§ 141a.32 (b) (3). The procaine peni¬ 
cillin content is satisfactory if it con¬ 
tains not less than 85 percent of the 
| number of units that it is represented 
to contain. 

(3) Benzathine penicillin G content. 
The benzathine penicillin G content is 
the difference between the total penicil- 
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lin content as determined in subpara¬ 
graph (1) of this paragraph and the 
procaine penicillin content as deter¬ 
mined in subparagraph (2) of this para¬ 
graph. The benzathine penicillin G 
content is satisfactory if it contains not 
less than 85 percent of the number of 
units that it is represented to contain. 

(b) Sterility. Proceed as directed in 
§ 141a.47 (b). 

(c) Moisture. Proceed as directed in 
§ 141a.7 (c). 

§ 141a.80 Benzathine penicillin G-pro- 
caine penicillin G-streptomycin in 
oil; benzathine penicillin G-procaine 
penicillin G-diliydrostreptomycin in 
oil veterinary. 

(a) Potency —(1) Total penicillin 
content. Proceed as directed in § 141a.79 
(a) (1). The total penicillin content is 
satisfactory if it contains not less than 
85 percent of the number of units per 
milliliter that it is represented to 
contain. 

(2) Procaine penicillin content. Pro¬ 
ceed as directed in § 141a.79 (a) (2). 
The procaine penicillin content is satis¬ 
factory if it contains not less than 85 
percent of the number of units per milli¬ 
liter that it is represented to contain. 

(3) Benzathine penicillin G content. 
Proceed as directed in § 141a.79 (a) (3). 
The benzathine penicillin G content is 
satisfactory if it contains not less than 
85 percent of the number of units per 
milliliter that it is represented to con¬ 
tain. 

(4) Streptomycin content. Using a 
representative quantity (usually 1.0 mil¬ 
liliter) of a multiple-dose container, or 
the entire contents of a single-dose con¬ 
tainer, proceed as directed in § 141a.35 
(a) (2). The streptomycin content is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
per milliliter that it is represented to 
contain. 

(5) Dihydrostreptomycin content. 
Using a representative quantity (usually 
1.0 milliliter) of a multiple-dose con¬ 
tainer, or the entire contents of a single¬ 
dose container, proceed as directed in 
§ 141a.35 (a) (3). The dihydrostrepto¬ 
mycin content is satisfactory if it con¬ 
tains not less than 85 percent of the 


number of milligrams per milliliter that 
it is represented to contain. 

(b) Sterility. Proceed as directed in 
5 141a.47 (b). 

(c) Moisture. Proceed as directed in 
§ 141a.7 (c). 

§ 141a.81 Penicillin V (phenoxymethyl 
penicillin) • 

(a) Potency. Using the penicillin V 
working standard as the standard of 
comparison, proceed as directed in 
§ 141a.l, except prepare the sample as 
follows: Dissolve a weighed quantity of 
the sample (approximately 30 milli¬ 
grams) in 2.0 milliliters of redistilled 
methanol. Further dilute this solution 
with sufficient 1 percent phosphate 
buffer, pH 6.0, to give a concentration of 
2,000 units per milliliters (estimated) if 
the iodometric assay method is used, or 
1.0 unit per milliliter (estimated) if the 
bioassay method is used. 

(b) Toxicity. Proceed as directed in 
§ 141a.4, except use physiological salt so¬ 
lution as the diluent, and inject 0.5 milli¬ 
liter of a solution containing 2,000 units 
per milliliter. 

(c) Moisture. Proceed as directed in 
§ 141a.26 (e). 

(d) pH. Proceed as directed in 
§ 141a.5 (b), using a saturated aqueous 
solution prepared by adding 5 milligrams 
per milliliter. 

(e) Microscopical test for crystallinity. 
Proceed as directed in § 141a.5 (c). 

(f) Penicillin V content. Accurately 
weigh approximately 50 milligrams of 
the sample, dissolve in absolute meth¬ 
anol, and make to 100 milliliters with 
absolute methanol. Determine the ab- 
sorbance of the sample at the absorption 
peak at 276 m/*, using a suitable ultra¬ 
violet spectrophotometer and quartz 
cells. Set the instrument to 100-percent 
transmission with absolue methanol. If 
a recording spectrophotometer is used, 
record the ultraviolet absorption spec¬ 
trum from 240-290 m ti. If a nonrecord¬ 
ing spectrophotometer is used, determine 
the absorbance (or a solution containing 
20 milligrams per 100 milliliters) at the 
276 m [i absorption peak, using a slit 
width of 0.5 millimeter or less. (The 
exact position of the peak should be 
determined for the particular instrument 
used.) 


Percent penicillin V= 


Absorbance at 276 m/iX 100,000 
Milligrams of sample (per 100 milliliters) Xa vs f 


where: 

at, s = the absorptivity (1%, 1 cm.) of the penicillin V working standard similarly treated. 


§ 141a.82 Penicillin V for oral suspen¬ 
sion (phenoxymethyl penicillin V 
for oral suspension). 

(a) Potency. Using the penicillin V 
working standard as the standard of 
comparison, proceed as directed in 
§ 141a.48(a), except prepare the sample 
as follows: Reconstitute the product as 
directed in the labeling, remove a suit¬ 
able representative aliquot, and dilute 
with sufficient 1 percent phosphate buf¬ 
fer, pH 6.0, to give a concentration of 
2,000 units per milliliter (estimated) if 
the iodometric assay method is used, or 
1.0 unit per milliliter (estimated) if the 
bioassay method is used. Its potency is 


satisfactory if it contains not less than 
85 percent of the number of units that 
it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.26(e). 

§ 141a.83 Benzathine penicillin V (ben¬ 
zathine penicillin V salt). 

(a) Potency. Proceed as directed in 
§ 141a.47(a), except use the penicillin V 
working standard as the standard of 
comparison. 

(b) Sterility. Proceed as directed in 
§ 141a.2, except prior to sterilization and 
0.5 milliliter of polysorbate 80 to each 
tube of thioglycolate and Sabouraud’s 









13026 


RULES AND REGULATIONS 


medium, and after sterilization add suf¬ 
ficient penicillinase to each tube of media 
to completely inactivate the penicillin 
used in the test. During the period of in¬ 
cubation, shake the tubes at least once 
daily. 

ic) Pyrogens. Proceed as directed 
in § 141a.3, except use sodium chloride 
solution as the diluent and inject 0.5 
milliliter per kilogram of rabbit of a 
suspension containing 4,000 units per 
milliliter. 

(d) Toxicity. Proceed as directed 
in § 141a.4, except use sodium chloride 
solution as the diluent and inject 0.25 


§ 141a.84 Tablets benzathine penicillin 
G and penicillin V. 

(a) Potency —(1) Total penicillin con¬ 
tent. Accurately weigh 6 tablets and 
grind them to a fine powder. Assay this 
powder by the iodometric method de¬ 
scribed in § 141a.5(d) (1), except in pre¬ 
paring the blank solution accurately 
weigh a portion of the powder equivalent 
to approximately 200,000 units of peni¬ 
cillin and make a suspension in 1-percent 
phosphate buffer, pH 6.0, with a volume 
of 100 milliliters. Shake well, pipette 2.0 
milliliters into a 125-milliliter glass- 
stoppered Erlenmeyer flask, add 10.0 
milliliters of 0.01 N iodine and immedi¬ 
ately titrate with 0.01 N NA*S 2 0 3 . In 
preparing the solution for inactivation, 
accurately weigh a portion of the powder 
equivalent to 200,000 units of penicillin 
and place in a 100-milliliter volumetric 
flask. Add 20 milliliters of 0.5 N NaOH 
and mix well. Allow to stand for 15 
minutes, then add 10 milliliters of 1.2 
N HC1, and make to volume with dis¬ 
tilled water. Pipette a 2.0-milliliter ali¬ 
quot into a 125-milliliter glass-stoppered 
Erlenmeyer flask and add 10.0 milliliters 
of 0.01 N iodine. Allow to stand for 15 
minutes and then titrate the excess 
iodine with 0.01 N Na-SiDa. Penicillin G 
is used as the standard of comparison. 


The penicillin V content is satisfactory 
if it is not less than 85 percent of that 
which it is represented to contain. 

(3) Penicillin G content. The peni¬ 
cillin G content of the batch is the dif¬ 
ference between the total penicillins 
determined by the method described in 
subparagraph (1) of this paragraph and 
the penicillin V content determined by 
the method described in subparagraph 
(2) of this paragraph. The penicillin G 
content is satisfactory if it is not less 
than 85 percent of that which it is 
represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.26 (e). 


milliliter of a suspension containing 
4,000 units per milliliter. 

(e) Moisture. Proceed as directed in 
§ 141a.26(e). 

(f) pH. Proceed as directed in 
§141a.5(b), using a saturated aqueous 
solution prepared by adding 5 milligrams 
per milliliter. 

(g) Microscopical test for crystallinity. 
Proceed as directed in § 141a.5(c). 

(h) Penicillin V content. Using the 
spectrophotometric method, proceed as 
directed in § 141a.81(f), except that the 
calculations are as follows: 


The total penicillin content is satisfac¬ 
tory if it is not less than 85 percent of 
that which it is represented to contain. 

(2) Penicillin V content. Place in a 
125-milliliter separatory funnel an ac¬ 
curately weighed quantity of finely 
ground tablet powder equivalent to ap¬ 
proximately 20 milligrams (33,900 units) 
of penicillin V. Add 50.0 milliliters of 
spectrophotometric grade chloroform 
and 1 milliliter of 1:4 HsPCb. Shake well 
for 2 minutes. Allow the layers to sep¬ 
arate, filter the lower chloroform layer 
through a cotton pledget, and collect the 
clear chloroform solution. Determine 
the absorbance of the chloroform solu¬ 
tion at the absorption peak at 276 my, 
using a suitable ultraviolet spectropho¬ 
tometer and 1-centimeter quartz cells. 
Set the instrument to 100-percent trans¬ 
mission with chloroform. If a recording 
spectrophotometer is used, record the 
ultraviolet absorption spectrum from 
250-290 my. If a nonrecording spectro¬ 
photometer is used, the original sample 
used should be equivalent to approxi¬ 
mately 10 milligrams of penicillin V. 
Determine the absorbance of the solution 
at the 276 m/x absorption peak. (The 
exact position of the peak should be de¬ 
termined for the particular instrument 
used.) Calculate the amount of peni¬ 
cillin V per tablet as follows: 


(c) Disintegration time. Proceed as 
directed in § 141a.9(c). 

§ 141a.85 Capsules penicillin V. 

(a) Potency. Using the pencillin V 
working standard as the standard of 
comparison, proceed as directed in 
§ 141a.l, except prepare the sample as 
follows: Dissolve the contents of a rep¬ 
resentative number of capsules (usually 
5 to 12) in sufficient redistilled methanol 
to give a concentration of not more than 
50,000 units per milliliter, and further 
dilute with sufficient phosphate buffer, 
pH 6.0, to give a concentration of 2,000 
units per milliliter (estimated) if the 


iodometric chemical assay is used or i J 
unit per milliliter (estimated) *if thl 
bioassay method is used. The aver^l 
potency of capsules penicillin V is satkl 
factory if it is not less than 85 perc P ni 
of the number of units per capsule thal 
it is represented to contain. 

(b) Moisture. Use the contents of 1 
capsules and proceed as directPri < I 
§141a.26(e). Q “l 

§ 141a.86 Procaine penicillin-slreptomyl 
cin-polymyxin in oil; procaine penil 
cillin-dinyarostreptomycin - polynml 
in in oil; procaine penicillin-strenl 
tomycin-polymyxin ointment; pro! 

caine penicilliii-dihydrostreptomycinl 

polymyxin ointment. 

(a) Potency— (1) Penicillin content I 
Proceed as directed in § 141a.8(a). itj 
content of penicillin is satisfactory ij 
it contains not less than 85 percent ofl 
the number of units per milliliter or perl 
gram that it is represented to contain. | 

(2) Streptomycin content. Proceedl 
as directed in § 141b.l29 (a) (1) of this! 
chapter, except inactivate the penicil-1 
lin in the combined extractives with suf-| 
ficient penicillinase at 37° C. for 301 
minutes. Its content of streptomycin! 
is satisfactory if it contains not less than| 
85 percent of the number of milligrams! 
per milliliter or per gram that it is repre¬ 
sented to contain. 

(3) Dihydrostreptomycin content .| 
Proceed as directed in subparagraph (2)| 
of this paragraph, using the dihydro-l 
streptomycin working standard as a 
standard of comparison. Its content of 
dihydrostreptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams per milliliter or per 
gram that it is represented to contain. 

(4) Polymyxin content. Proceed as 
directed in 5 141b.ll2 (b) (1) of this 
chapter, with the following exceptions: 

(i) In lieu of the directions for the 
preparation of the sample described in 
§ 141b.112 (b) (1) (vii) of this chapter, 
prepare the sample by one of the follow¬ 
ing techniques: 

(a) Extraction. Place a convenient¬ 
sized representative quantity of the sam¬ 
ple in a separatory funnel containing! 
approximately 50 milliliters of peroxide- 
free ether. Shake the sample and ether 
until homogeneous. Add 25 milliliters of 
10-percent potassium phosphate buffer 
(pH 6.0) and shake. Remove the buffer 
layer and repeat the extraction with 25- 
milliliter portions of buffer at least three 
times and any additional times that may 
be necessary to insure complete extrac¬ 
tion of the antibiotic. Combine the ex¬ 
tractives. Inactivate the penicillin with 
sufficient penicillinase at 37° C. for 30 
minutes. Make the proper estimated 
dilutions in 10-percent potassium phos¬ 
phate buffer (pH 6.0) to give a concen¬ 
tration of 10 units per milliliter (esti¬ 
mated) . 

(b) Blending. Place a convenient¬ 
sized representative quantity of the 
sample in a blending jar containing 1.0 
milliliter of polysorbate 80 and sufficient 
1-percent phosphate buffer (pH 6.0) to 
give a final volume of 200 milliliters. If 
the sample consists of substantially more 
than 1 gram, use sufficient buffer to give 
a final volume of 500 milliliters. If the 


Percent benzathine penicillin V=_ Absorbance at 276 mg x 100,000 X100 

Milligrams of sample (in 100 milliliters) Xfl M X69.2 

where: 

= absorptivity (1%, 1 cm.) of the penicillin V working standard similarly treated. 
69.2= percentage of penicillin V in pure benzathine penicillin V. 


Penicillin V units per tablet= 


Absorbance at 276 my X average weight 
of each tablet x 1,695,000 


Weight of powder takenx2Xfl„, 

where: 

a v ,=absorptivity (1%, 1 cm.) of penicillin V working standard in chloroform, similarly 
treated. 
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filtration of polymyxin in the blend 
tea than 200 units per milliliter, 10- 
ISt phosphate buffer (pH 6.0) should 
Ikfnsed in lieu of 1-percent phosphate 
ILer (pH 6.0). Using a high-speed 
lender blend the mixture for 2 minutes. 
I inactivate the penicillin with sufficient 
ISnicillinase at 37° C. for 30 minutes and 
■See the proper estimated dilutions in 
IKercent phosphate buffer (pH 6.0) to 
lie a concentration of 10 units per 
Imilliliter (estimated). 

| (ii) The standard curve is prepared in 
I the following concentrations: 6.4, 8.0, 
| 00 12.5, and 15.6 units per milliliter 
I in 10 -percent potassium phosphate buf¬ 
fer pH 6.0. The 10 units per milliliter 
I concentration is used as the reference 
I point. Its content of polymyxin is satis- 
I factory if it contains not less than 85 
I percent of the number of units per milli- 
I liter or per gram that it is represented to 

I contain. . . . 

(b) Moisture. Proceed as directed in 

I § 141a.8 (b). 

§141a.87 Benzathine penicillin V oral 
suspension; benzathine penicillin V 
for oral suspension. 

I (a) Potency. Use as the sample for 
assay a representative aliquot of the 
I oral suspension; or if it is a dry mix¬ 
ture of the drug, use a representative 
aliquot of the drug reconstituted as 
directed in the labeling and proceed as 
directed in § 141a.47(a), except use the 
penicillin V working standard as the 
standard of comparison. Its potency is 
satisfactory if it contains not less than 
85 percent of the number of units that 
it is represented to contain. 

(b) pH. Proceed as directed in 
5141a.5 (b), using the undiluted aqueous 
suspension or the suspension prepared as 
directed in the labeling of the drug. 

(c) Moisture (if it is the dry mixture 
oj the drug ) . Proceed as directed in 
§141a.26 (e). 


§ 141a.88 Benzathine penicillin G in 
streptomycin sulfate solution; ben¬ 
zathine penicillin G in dihydrostrep¬ 
tomycin sulfate solution veterinary 
(benzathine penicillin G in crystal¬ 
line dihydrostreptomycin sulfate so¬ 
lution veterinary) ; potency, sterility, 
toxicity, pyrogens, pH. 

Proceed as directed in § 141a.68 (a), 
(b), and (d). 


§ 141a.89 Procaine penicillin-neomycin- 
polymyxin in oil; procaine penicillin- 
neomycin-polymyxin ointment. 

(a) Potency —(1) Penicillin content. 
Proceed as directed in § 141a.8(a). Its 
content of penicillin is satisfactory if it 
contains not less than 85 percent of the 
number of units per milliliter or per 
gram that it is represented to contain. 

(2) Neomycin content . Proceed as 
directed in § 141e.411 (a) (2) of this 
chapter, except that sufficient penicil¬ 
linase is added to the sample under test 
to inactivate the penicillin. Its content 
of neomycin is satisfactory if it contains 
not less than 85 percent of the number of 
milligrams per milliliter or per gram that 
it is represented to contain. 

(3) Polymyxin content. Proceed as 
directed in § 141a.86(a) (4), except cal¬ 
culate from the quantity of neomycin 
found (using the method prescribed in 


subparagraph (2) of this paragraph) the 
quantity of neomycin that would be 
present when the sample is diluted to 
contain 10 units of polymyxin (labeled 
potency) per milliliter, and prepare the 
polymyxin standard curve by adding the 
calculated quantity of neomycin to each 
concentration of polymyxin used for the 
curve. Use the standard curve to cal¬ 
culate the polymyxin content of the 
sample. Its content of polymyxin is 
satisfactory if it contains not less than 
85 percent of the number of units per 
milliliter or gram that it is represented 
to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.8 (b). 

§ 141a.90 Crystalline penicillin-strepto¬ 
mycin - polymyxin - oxytetracycline- 
carbomycin powder veterinary; crys¬ 
talline penicillin-dihydrostreptomy- 
cin-polymyxin-oxy tetracycline - carbo- 
mycin powder veterinary. 

(a) Potency —(1) Penicillin content. 
Wash the contents of one immediate 
container of the sample into a 100- 
milliliter volumetric flask with approxi¬ 
mately 70 milliliters of absolute 
methanol. Shake the mixture for 1 
minute, dilute to 100 milliliters with abso¬ 
lute methanol, and mix thoroughly. 
Centrifuge a portion of this mixture to 
obtain a clear methanol solution. Dilute 
an aliquot of the clear solution with suf¬ 
ficient 1.0-percent phosphate buffer, pH 
6.0, to obtain a concentration of 1.0 unit 
per milliliter (estimated) and proceed as 
directed in § 141a. 1. Its content of peni¬ 
cillin is satisfactory if it contains not less 
than 85 percent of the number of units 
that it is represented to contain. 

(2) Oxytetracycline content. To an 
aliquot of the clear methanol solution 
prepared as directed in subparagraph 
(1) of this paragraph, add sufficient 
penicillinase to completely inactivate 
the penicillin and then dilute with suf¬ 
ficient 0.1 M monopotassium phosphate 
buffer, pH 4.5, to obtain a concentration 
of 0.24 microgram per milliliter (esti¬ 
mated) and proceed as directed in 
§ 141C.218 (a) of this chapter, except 
use the oxytetracycline working stand¬ 
ard (obtained from the U. S. P. Refer¬ 
ence Standards Committee, 46 Park 
Avenue, New York 16, N. Y.) as the 
standard of comparison. Its content of 
oxytetracycline is satisfactory if it con¬ 
tains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(3) Carhomycin content. To an ali¬ 
quot of the clear methanol solution 
prepared as directed in subparagraph 
(1) of this paragraph, add sufficient 
penicillinase to completely inactivate the 
penicillin and then dilute with sufficient 
0.1 AT potassium phosphate buffer, pH 
8.0, to obtain a concentration of 1.0 
microgram per milliliter (estimated) 
and proceed as directed in paragraph 

(d) (1) of this section. Its content of 
carbomycin is satisfactory if it contains 
not less than 85 percent of the number 
of milligrams that it is represented to 
contain. 

(4) Streptomycin content. Using 10 
milliliters of a freshly prepared 2-percent 
solution of anhydrous trichloroacetic 
acid in acetone, wash the contents of an 


immediate container of the sample into 
an extraction funnel prepared by fusing 
a ground-glass joint to the top of a 
medium porosity sintered-glass funnel 
(30 millimeters diameter). Shake the 
mixture for 1 minute and draw off the 
liquid under vacuum. Repeat the ex¬ 
traction with four 10-milliliter portions 
of a 2-percent solution of trichloroacetic 
acid in acetone and discard the filtrates. 
Wash the residue in the funnel with five 
10-milliliter portions of 0.1 M potassium 
phosphate buffer (pH 8.0), withdrawing 
the washings with vacuum. Collect and 
combine the washings and dilute them 
to 50 milliliters with 0.1 M potassium 
phosphate buffer, pH 8.0. Proceed as 
directed in § 141b.l01 (a) to (i) of this 
chapter. Its content of streptomycin is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
that it is represented to contain. 

(5) Dihydrostreptomycin content. 
Using the dihydrostreptomycin working 
standard as the standard of comparison, 
proceed as directed in subparagraph (4) 
of this paragraph. Its content of dihy¬ 
dros treptomycin is satisfactory if it con¬ 
tains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(6) Polymyxin content. Dilute an ali¬ 
quot of the buffer washings prepared as 
directed in subparagraph (4) of this 
paragraph with sufficient 10-percent po¬ 
tassium phosphate buffer, pH 6.0, to 
obtain a concentration of 10 units per 
milliliter (estimated). Proceed as di¬ 
rected in § 141b.112 (b) (1) of this chap¬ 
ter. Its content of polymyxin is satis¬ 
factory if it contains not less than 85 
percent of the number of units that it 
is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

(c) Oxytetracycline used in making 
the powder —(1) Potency. Dilute the 
sample to be tested with sufficient 0.1 
N HC1 to give an appropriate stock solu¬ 
tion. Further dilute with sufficient 0.1 
M monopotassium phosphate buffer, pH 
4.5, to obtain a concentration of 0.24 
microgram per milliliter, and proceed 
as directed in § 141C.201 (a) (8) of this 
chapter, using the oxytetracycline work¬ 
ing standard as the standard of com¬ 
parison, except: 

(1) Prepare the standard stock solu¬ 
tion by dissolving an appropriate amount 
of the working standard in sufficient 0.1 
N HC1 to give a concentration of 1,000 
micrograms per milliliter. This solution 
may be kept in the refrigerator for 1 
week. Do not freeze. 

(ii) To prepare solutions for the 
standard curve, make further dilution 
of the stock solution with 0.1 iff mono¬ 
potassium phosphate buffer, pH 4.5, to 
obtain concentrations of 0.148, 0.188, 
0.240, 0.308, and 0.400 microgram per 
milliliter. 

(2) Moisture. Proceed as directed in 
§ 141a.5 (a). 

(3) Toxicity. Proceed as directed in 
§ 141a.4, using as a test dose 0.5 milli¬ 
liter of an aqueous solution containing 
2.0 milligrams per milliliter, prepared 
by dissolving 40 milligrams (as the anhy¬ 
drous compound) in 2.0 milliliters of 0.1 
N HC1 (if it is the base) and diluting 
with the required amount of water. 





13028 


RULES AND REGULATIONS 


(4) pH. Proceed as directed in 
§ 141a.5 (b), using an aqueous solution 
containing 10 milligrams per milliliter. 

(5) Crystallinity . Proceed as directed 
in § 141a.5 (c). 

(d) Carbomycin used in making the 
powder —(1) Potency —(i) Plate assay — 

(a) Cylinders (cups). Use cylinders de¬ 
scribed under § 141a.1 (a) 

(b) Culture media. Prepare the cul¬ 
ture media for the base and seed layers 
and for carrying the test organism as 
directed in § 141a.l (b) Cl), except for 
the base and seed layers adjust the media 
to pH 8.0 after sterilization. Make the 
nutrient broth for preparing an inoc¬ 
ulum of the test organism as directed in 
§ 141a.l (b) (3). 

(c) Working standard. Keep the 
working standard at refrigeration in 
tightly stoppered vials, which in turn are 
kept in larger stoppered vials containing 
a suitable desiccant. Dry approximately 
50 milligrams of the standard as de¬ 
scribed in § 141a.5 (a). Dissolve the 
weight of dry working standard in suffi¬ 
cient methyl alcohol to give a concentra¬ 
tion of 10,000 micrograms per milliliter. 
Further dilute with sterile distilled water 
to give a stock solution of 100 micro¬ 
grams per milliliter. This stock solution 
may be kept under refrigeration for 1 
week. Make daily dilutions to a concen¬ 
tration of 1 microgram per milliliter 
using 0.1 M potassium phosphate buffer, 
pH 8.0. 

(d) Preparation of sample. Prepare 
the sample to be tested by dissolving in a 
small amount of methyl alcohol and then 
further dilute in 0.1 M phosphate buffer, 
pH 8.0, to make an appropriate stock 
solution. 

(e) Preparation of suspension. Pro¬ 
ceed as directed in § 141d.301 (a) (5) of 
this chapter, except add 0.2 milliliter of 
the adjusted bulk suspension to 100 mil¬ 
liliters of agar that has been melted and 
cooled to 48° C. 

(/) Preparation of plates. Proceed as 
directed in § 141d.301 (a) (6) of this 
chapter. 

(g) Assay. Place six cylinders on the 
inoculated agar surface so that they are 
at approximately 60° intervals on a 2.8- 
centimeter radius. Use three plates for 
each sample. Fill three cylinders on 
each plate with the 1.0 microgram per 
milliliter standard and three cylinders 
with the sample diluted to 1.0 microgram 
per milliliter (estimated) in 0.1 M potas¬ 
sium phosphate buffer, pH 8.0, alter¬ 
nating standard and sample. At the 
same time, prepare a standard curve, 
using concentrations of the standard of 
0.64, 0.80, 1.0, 1.25, and 1.56 micrograms 
per milliliter. Use three plates for the 
determination of each concentration on 
the curve except the 1.0 microgram per 
milliliter concentration, a total of 12 
plates. The 1.0 microgram per milliliter 
concentration is the reference point of 
the curve. On each of three plates fill 
three cylinders with the 1.0 microgram 
per milliliter standard and the other 
three cylinders with the concentration of 
the standard under test. Thus there will 
be 36 of the 1.0 microgram determina¬ 
tions and nine determinations for each of 


the other points on the curve. Incubate 
the plates for 16 to 18 hours at 32° C. to 
35° C. and measure the diameters of the 
circles of inhibition. Average the read¬ 
ings of the 1.0 microgram per milliliter 
concentrations and the readings of the 
concentration tested for each set of 
three plates and average also all 36 read¬ 
ings of the 1.0 microgram per milliliter 
concentration. The average of the 36 
readings of the 1.0 microgram per milli¬ 
liter concentration is the correction point 
for the curve. Correct the average value 
obtained for each concentration to the 
figure it would be if the average 1.0 mi¬ 
crogram per milliliter reading for that set 
of three plates were the same as the cor¬ 
rection point. Thus, if in correction of 
the 0.8 microgram concentration the 
average of the 36 readings of the 1.0 mi¬ 
crogram concentration is 20.0 millimeters 
and the average of the 1.0 microgram 
concentration of this set of three plates 
is 19.8 millimeters, the correction is -f 0.2 
millimeter. 

If the average reading of the 0.8 micro¬ 
gram concentration of these same three 
plates is 19.0 millimeters, the corrected 
value is 19.2 millimeters. Plot these cor¬ 
rected values, including the average of 
the 1.0 microgram per milliliter concen¬ 
tration, on two-cycle semilogarithmic 
paper using the concentration in micro¬ 
grams per milliliter as the ordinate (the 
logarithmic scale) and the diameter of 
the zone of inhibition as the abscissa. 
Draw the standard curve through these 
points. To estimate the potency of the 
sample, average the zone readings of the 
standard and the zone readings of the 
sample on the three plates used. If the 
sample gives a larger zone size than the 
average of the standard, add the differ¬ 
ence between them to the 1.0 microgram 
per milliliter unit zone on the standard 
curve. If the average value is lower 
than the standard value, subtract the 
difference between them from the 1.0 
microgram per milliliter unit value on 
the curve. From the curves read the 
potencies corresponding to these cor¬ 
rected values of zone sizes. 

(2) Moisture. Proceed as directed in 
§ 141a.5 (a). 

(3) Toxicity. Proceed as directed in 
§ 141a.4, using as a test dose 0.5 milliliter 
of a solution containing 2 milligrams per 
milliliter. 


(4) pH. Using an aqueous solutd 

containing 10 milligrams per miS 
proceed as directed in § 141a 5 (b) ^ 

(5) Crystallinity. Proceed as dW t 

in § 141a.5 (c). mrectf 
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§ 141a.91 Hydrabamine penicillin 
(penicillin V hydrabamine salt), 

(a) Potency. Using the penicillin m 
working standard as the standard J 
comparison, proceed as directed 

§ 141a.75. d 

(b) Toxicity. Proceed as directed in 
§ 141a.4, except use 0.5 percent gum araJ 
bic solution as the diluent and inject 0 2S 
milliliter of a suspension contain^ 
4,000 units per milliliter. 

(c) Moisture. Proceed as directed It 

§ 141a.26 (e). 11 

(d) pH. Proceed as directed , 

§ 141a.5 (b), using a saturated aqueoi 
solution prepared by adding approxi- 
mately 5 milligrams per milliliter. 

(e) Microscopical test for crystallinity 
Proceed as directed in 5 141a.5 (c). 

(f) Hy drab amine absorptivity . pi* 
in a 125-milliliter separatory funnel 
accurately weighed sample of approxi¬ 
mately 100 milligrams. Add 20.0 milli¬ 
liters of spectrophotometric grade chlo¬ 
roform and 20.0 milliliters of 0.5 
NaOH. Shake well for 1 minute. Al-| 
low the layers to separate, filter the 
lower chloroform layer through a cotton 
pledget, and collect the clear chloroform 
solution. Save the upper alkaline layer. 
Dilute 5.0 milliliters of the clear chloro¬ 
form filtrate to 25.0 milliliters with 
spectrophotometric grade chloroform 
Determine the absorbance of this chloro¬ 
form solution at the absorption peak at 
276 m/£, using a suitable ultraviolet spec-1 
trophotometer and quartz cells. Set the! 
instrument to 100-percent transmission 
with chloroform. If a recording spec¬ 
trophotometer is used, record the ultra¬ 
violet absorption spectrum from 250-290 1 
my. If a nonrecording spectrophotome¬ 
ter is used, 5.0 milliliters of the chloro¬ 
form filtrate should be diluted to 50.0 
milliliters with chloroform. Determine] 
the absorbance of the solution at the 270 
m/x absorption peak, using a slit width 
of 0.5 millimeter or less. (The exact 
position of the peak should be determined 
for the particular instrument used.) 
Calculate the hydrabamine absorptivity 
(1%, 1 cm.) as follows: 
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Absorptivity: 


Absorbance at 276 m/x 
= Grams of sample per 100 milliliters* 


(g) Penicillin V content . Dilute 5.0 
milliliters of the alkaline layer described 
in paragraph (f) of this section to 25.0 
milliliters with distilled water. Deter¬ 
mine the absorbance of the sample at the 
absorption peak at 276 m/x, using 0.1 N 
NaOH to set the instrument to 100-per¬ 
cent transmission. If a recording spec¬ 


trophotometer is used, record the 
ultraviolet absorption spectrum from 
250-290 m y. If a nonrecording spec¬ 
trophotometer is used, dilute 5.0 milli¬ 
liters of the alkaline layer to 50 milliliters 
with distilled water and determine the 
absorbance at the 276 my absorption 
peak. 


Percent hydrabamine penicillin V=- 


Absorbance at 276 mu x 100,000 X 100 


’Milligrams of sample (in 100 milliliters) xa rs X54.0 

where: 

av = absorptivity (1%, 1 cm.) of the penicillin V working standard, similarly treated. 
64.0=percentage of penicillin V in pure hydrabamine penicillin V. 
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I J 4 ] a .92 Hydrabamine penicillin V oral 

suspension. 

I potency. Using the penicillin V 
['line standard as the standard of 
Carlson, proceed as directed in 
fala 76(a). Its potency is satisfactory 
It it contains not less than 85 percent of 
tie number of units per milliliter that it 
fe represented to contain. 

Jib) pH. Proceed as directed In 
L l41a . 6 <b) , using the undiluted aqueous 

tsion. 

I I4la.93 Penicillin-neomycin ointment. 

] (a) Potency— ( 1) Total penicillin con- 
lent' crystalline penicillin content; pro - 
Line penicillin content. Proceed as 

jcted in § 141a.35 (a) (1). (2), and 

13) • 

(2) Neomycin content Prepare the 
jnple as directed in S 141a.8 (a), except 
! e 0.10 M phosphate buffer, pH 8.0, and 
_ sufficient penicillinase to inactivate 
ie penicillin present. Proceed as di¬ 
eted in 5141e.410 (b) (1) of this chap- 
!r. Its content of neomycin is satisfac- 
)ry if it contains not less than 85 percent 
f the number of milligrams that it is 
‘presented to contain. 

(b) Moisture. Proceed as directed in 
141a.8 (b). 

141a.94 Procaine penicillin-streptomy¬ 
cin-neomycin-erythromycin in oil; 
procaine penicillin-dihydrostrepto- 
mycin-neomycin-erythromycin in oil. 

(a) Potency — (1) Penicillin content . 
[obtain the weight of the content of a 
syringe by weighing before and after 
ejecting the content into a beaker. Stir 
until homogeneous. Remove a repre¬ 
sentative sample (usually approximately 
1.0gram, accurately weighed) and place 
p a separatory funnel containing 50 
milliliters of peroxide-free ether. Add 
20 milliliters of potassium phosphate 
buffer (pH 8.0) and shake. Remove the 
buffer layer and repeat the extraction 
with three additional 20-milliliter por¬ 
tions of the buffer. Combine the buf¬ 
fer extracts and make to 100 milli¬ 
liters with buffer. Place the buffer solu¬ 
tion into a second separatory funnel 
and wash with three 30-milliliter por¬ 
tions of ether. Discard the ether 
washes. Remove an aliquot of the buffer 
solution and proceed as directed in 
§141a.l except § 141a.l (d) and (i). If 
the iodometric chemical assay is used, 
proceed as directed in § 141a.5 (d) (1), 
except prepare the sample as directed in 
§ 141a.35 (a) (1). Its content of peni¬ 
cillin is satisfactory if it contains not less 
than 85 percent of the number of units 
that it is represented to contain. 

(2) Streptomycin content . Using an 
aliquot of the buffer solution prepared 
in subparagraph (1) of this paragraph, 
proceed as directed in § 141b. 101 (a) 
through (i) of this chapter, except add 
sufficient penicillinase to completely in¬ 
activate the penicillin present. Its con¬ 
tent of streptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(3) Dihydrostreptomycin content 
Proceed as directed in subparagraph (2) 
of this paragraph, using the dihydro¬ 
streptomycin working standard as the 
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standard of comparison. Its content of 
dihydrostreptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(4) Neomycin content. Using an ali¬ 
quot of the buffer solution prepared in 
subparagraph (1) of this paragraph, pro¬ 
ceed as directed in § 141e.410(b) (1) of 
this chapter, except add sufficient peni¬ 
cillinase to completely inactivate the 
penicillin present. If Staphylococcus 
aureus is used as the test organism, use 
the Food and Drug Administration di- 
hydrostreptomycin-resistant strain of 
Staphylococcus aureus (A.T.C.C. 6538- 
PR), which is grown and maintained on 
media containing 1,000 micrograms of 
dihydrostreptomycin per milliliter of 
agar. Its content of neomycin is satis¬ 
factory if it contains not less than 85 
percent of the number of milligrams that 
it is represented to contain. 

(5) Erythromycin content. Proceed as 
directed in § 141b.l26 (a) (1) (ii) of this 
chapter, except prepare the sample as 
follows: Place a representative sample 
(usually approximately 1.0 gram, accu¬ 
rately weighed) in a glass blending jar 
containing 10(j milliliters of polyethylene 
glycol 400. Using a high spee* 1 blender, 
blend for 2 minutes and filter through a 
cotton plug or filter paper. Make an 
intermediate dilution of an aliquot of the 
filtrate with potassium phosphate buffer 
(pH 8.0) and add sufficient penicillinase 
to inactivate the penicillin present. Re¬ 
move an aliquot and dilute with potas¬ 
sium phosphate buffer (pH 8.0) to give an 
erythromycin content of 1.0 ng. per milli¬ 
liter (estimated). Its content of eryth¬ 
romycin is satisfactory if it contains not 
less than 85 percent of the number of 
milligrams that it is represented to 
contain. 

(b) Moisture. Proceed as directed in 
§ 141a.7 (c). 

§ 141a.95 Penicilli n-streptomycin-ery- 
thromycin ointment; penicillin-ddiy- 
drostreptomycin-erythromycin oint¬ 
ment. 

(a) Potency —(1) Penicillin content. 
Obtain the weight of the content of a 
syringe by weighing before and after 
ejecting the content into a beaker. Stir 
until homogeneous. Remove a repre¬ 
sentative sample (usually approximately 
1.0 gram, accurately weighed) and place 
in a separatory funnel containing 50 mil¬ 
liliters of peroxide-free ether. Add 20 
milliliters of 0.1 M potassium phosphate 
buffer (pH 8.0) and shake. Remove the 
buffer layer and repeat the extraction 
with three additional 20-milliliter por¬ 
tions of the buffer. Place the buffer so¬ 
lution in a second separatory funnel and 
wash with three 30-milliliter portions of 
ether. Discard the ether washes. Re¬ 
move an aliquot of the buffer solution 
and proceed as directed in § 141a. 1, ex¬ 
cept § 141a.l (d) and (i). If the 

iodometric chemical assay is used, pro¬ 
ceed as directed in § 141a.5 (d) (1), ex¬ 
cept prepare the sample as directed in 
§ 141a.35 (a) (1). Its content of peni¬ 
cillin is satisfactory if it contains not less 
than 85 percent of the number of units 
that it is represented to contain. 

(2) Streptomycin content Using an 
aliquot of the buffer solution prepared 
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as directed in subparagraph (1) of this 
paragraph, proceed as directed in 
§ 141b.101 (a) through (i) of this chap¬ 
ter, except add sufficient penicillinase to 
completely inactivate the penicillin pres¬ 
ent. Its content of streptomycin is sat¬ 
isfactory if it contains not less than 85 
percent of the number of milligrams that 
it is represented to contain. 

(3 ) Dihydrostreptomycin content. 
Proceed as directed in subparagraph (2) 
of this paragraph, using the dihydro¬ 
streptomycin working standard as the 
standard of comparison. Its content of 
dihydrostreptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(4) Erythromycin content. Proceed 
as directed in § 141b.126(a) (1) (ii) of this 
chapter, except prepare the sample as 
follows: Place a representative sample 
(usually approximately 1.0 gram, accu¬ 
rately weighed), in a glass blending jar 
containing 99 milliliters of 0.1 M potas¬ 
sium phosphate buffer, pH 8.0, and 1 
milliliter of polysorbate 80. Using a 
nigh-speed blender, blend for 2 to 3 min¬ 
utes. Add 100 milliliters of 0.1 M potas¬ 
sium phosphate buffer, pH 8.0, and blend 
for an additional 2 to 3 minutes. Pre¬ 
pare an intermediate dilution by diluting 
an aliquot of the filtrate with 0.1 M 
potassium phosphate buffer (pH 8.0), 
and add sufficient penicillinase to in¬ 
activate the penicillin. Then further 
dilute with buffer to give an erythromy¬ 
cin content of 1.0 microgram per milli¬ 
liter (estimated). Its content of eryth¬ 
romycin is satisfactory if it contains not 
less than 85 percent of the number of 
milligrams that it is represented to con¬ 
tain. 

(b) Moisture. Proceed as directed in 
§ 141a.7 (c). 

§ 141a.96 Penicillin -streptomycin- neo¬ 
mycin-polymyxin ointment; penicil¬ 
lin- dihydrosireptomycin - neomycin- 
polymyxin ointment. 

(a) Potency —(1) Penicillin content. 
Proceed as directed in § 141a.35(a) (1), 
(2), and (3), except if diethylaminoethyl 
ester penicillin G hydriodide is used, after 
the extraction or blending procedure de¬ 
scribed in § 141a.8(a) (1) and (2), pro¬ 
ceed as directed in § 141a.51(a), or if the 
iodometric assay is used, one drop of 1.2 
N HC1 is added to the blank immediately 
before the addition of the 0.01 N I 2 . The 
penicillin content is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(2) Streptomycin content. Proceed 
as directed in § 141a.35 (a) (4). Its con¬ 
tent of streptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(3) Dihydrostreptomycin content. 
Proceed as directed in §141a.35 (a) (5). 
Its content of dihydrostreptomycin is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
that it is represented to contain. 

(4) Neomycin content . Proceed as di¬ 
rected in § 141a.65 (a) (4) . Its content 
of neomycin is satisfactory if it contains 
not less than 85 percent of the number 
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of milligrams that it is represented to 
contain. 

(5) Polymyxin content. Proceed as 
directed in § 141b.129(a) (3) of this chap¬ 
ter, except inactivate the penicillin with 
sufficient penicillinase at 37° C. for 30 
minutes. Its content of polymyxin is 
satisfactory if it contains not less than 
85 percent of the number of units that 
it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.7 (c). 

§ 141a.97 Capsules penicillin-tetracy¬ 
cline phosphate complex-novobiocin- 
nystatin veterinary. 

(a) Potency —(1) Penicillin content. 
Proceed as directed in § 141a.21(a) (1) 
(i), except in lieu of the directions pre¬ 
scribed in § 141a.21(a) (1) (i) (a), pre¬ 
pare the stock solution by blending 3 
capsules in 100 milliliters of potassium 
phosphate buffer, pH 8.0, using a glass 
jar and a high-speed blender. Its peni¬ 
cillin content is satisfactory if it con¬ 
tains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(2) Novobiocin content. Use a suitable 
aliquot of the stock solution prepared as 
directed in subparagraph (1) of this 
paragraph and proceed as directed in 
§ 141a.21 (a) (2). Its content of novo¬ 
biocin is satisfactory i2 it contains not 
less than 85 percent of the number of 
milligrams that it is represented to 
contain. 

(3) Tetracycline phosphate complex 
content. Proceed as directed in 
§ 141C.231 (a) (1) of this chapter. Its 
potency is satisfactory if it contains the 
equivalent of not less than 85 percent of 
the number of milligrams of tetracycline 
hydrochloride that it is represented to 
contain. 

(4) Nystatin content. Proceed as 
directed in § 141C.224 (a) (1) (ii) of this 
chapter. Its nystatin content is satis¬ 
factory if it contains not less than 85 
percent of the number of units that it is 
represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a). 

§ 141a.98 Penicillin-streptomycin-baci¬ 
tracin methylene disalicylate-neomy¬ 
cin ointment; penicillin-dihydro- 
streptomycin-bacitracin methylene 
disalicylate-neomycin ointment. 

(a) Potency —(1) Penicillin content. 
Proceed as directed in § 141a.8(a). Its 
penicillin content is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(2) Streptomycin content. Proceed 
as directed in § 141a.65(a) (2). Its con¬ 
tent of streptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(3) Dihydrostreptomycin content . 
Proceed as directed in § 141a.65(a) (3). 
Its content of dihydrostreptomycin Is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
that it is represented to contain. 

(4) Bacitracin methylene disalicylate 
content. Proceed as directed in § 141a. 
49(a) (3). Its potency is satisfactory if 
it contains not less than 85 percent of 
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the equivalent number of units of baci¬ 
tracin that it is represented to contain. 

(5) Neomycin content. Proceed as 
directed in § 141a.65(a) (4) (ii). Its 
content of neomycin is satisfactory if 
it contains not less than 85 percent of 
the number of milligrams that it is repre¬ 
sented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.8(b). 


Proceed as directed ] 


§ 141a.99 Benzathine penicillin V for 
aqueous injection veterinary. 


(a) Potency. Using the penicillin V 
working standard as the standard of 
comparison, proceed as directed in 
§ 141a.48(a). Its potency is satisfactory 
if it contains not less than 90 percent of 
the number of units that it is represented 
to contain. 

(b) Sterility. Proceed as directed in 
§ 141a.83(b). 

(c) Pyrogens. Proceed as directed in 
§ 141a.83(c). 


(d) Toxicity. 

§ 141a.83(d). 

(e) Moisture (dry mixture of th\ 
drug). Proceed as directed in 514ia2ffl 
(e). 

(f> pH—.(1) Dry mixture of the druol 
Proceed as directed in § 141a.5(b) u 1 
the suspension resulting when ng 
amount of diluent recommended in t>J 
labeling is added. 

(2) Aqueous suspension of the uru 
Proceed as directed in § 141a.5(b), usii 
the undiluted aqueous suspension/ 


§ 141a.l00 Plienethicillin potassium! 
(potassium a-phenoxyethyl penieill 
lin). 

(a) Total potency. Proceed as di¬ 
rected in § 141a.5(d) (1) except deter¬ 
mine the factor F as the number ofl 
milliliters of 0.01 N I 2 absorbed by l.o 
milligram of. the L-a-phenoxyethyl, pen¬ 
icillin potassium working standard. 


Units of phenethicillin 
potassium per milli¬ 
gram 


Difference In titers x potency of FDA L-a-phenoxyethyl, penJ 
cillln potassium working standard in units per milligram 


Milligrams in 2.0 ml. tested x F 


(b) L-a-Phenoxyethyl, penicillin po- 
tassium content —(1) Microbiological ac¬ 
tivity of sample, (i) Proceed as directed 
in § 141b.126 (a) (1) (ii) (a) f (b). (e), and 
(f), of this chapter, except use 0.1 milli¬ 
liter to 0.2 milliliter of the adjusted bulk 
suspension to 100 milliliters of agar for 
the inoculum. 

(ii) Working standard. Dry the L-a- 
phenoxyethyl, penicillin potassium work¬ 
ing standard as described in § 141a.5(a), 
and prepare a stock solution by dissolving 
a weighing of the dried standard in suffi¬ 
cient sterile distilled water to give a 
stock solution of 100 units per milliliter. 
This stock solution may be used for 1 
week if stored in refrigerator. 

(iii) Standard curve. Using the stock 
solution, further dilute with pH 7.8 to 8.0 
buffer to get final concentrations of 0.064, 
0.08, 0.1, 0.125, and 0.156 unit per milli¬ 
liter, and proceed as described in 
§ 141a.21(c) (1) (vii). 


(iv) Assay. Dissolve a weighing of the 
sample in sufficient pH 7.8 to 8.0 buffer, 
to give a convenient stock solution.! 
Further dilute with buffer to give an esti¬ 
mated concentration equivalent to 0.1 
unit per milliliter of the L-a-phenoxy-, 
ethyl, penicillin potassium standard and 
then proceed as described in § 141a 21 
(c)(1) (viii). 

(v) Stock solution. Prepare a stock 
solution of the D-a-phenoxyethyl, peni-. 
cillin potassium standard as described 
in paragraph (b) (ii) of this section. 
Further dilute this stock solution to an' 
estimated activity equivalent to 0.1 unit 
per milliliter of the L-a-phenoxyethyl,! 
penicillin potassium standard, and pro¬ 
ceed as described in subdivision (iv) of 
this subparagraph. 

(vi) Calculation. Calculate the L-a- 
phenoxyethyl, penicillin potassium con¬ 
tent of the sample from the following | 
equation: 


where: 


Percent L-a—phenoxyethyl, penicillin potassium=~_— X100 


( l-r) 


Units of L-a-phenoxyethyl, penicillin potassium equivalent (found per milligram of 


R = . 


sample in microbial assay) 


and 


Units per mi lligram found In lodometrlc assay of sample 


(c) Phenethicillin potassium content. 
Accurately weigh approximately 50 milli¬ 
grams of the sample, dissolve in water, 
add to a 100-milliliter volumetric flask 
and make to volume with water. Deter¬ 
mine the absorbance at 268 my, using a 
suitable ultraviolet spectrophotometer 
and quartz 1-centimeter cells. Set the 
instrument at zero absorbance with dis¬ 
tilled water. If a recording spectropho¬ 
tometer is used, record the ultraviolet 
absorption spectrum from 240 my to 290 


L-to-phenoxyethyl, penicillin potassium equivalent In units per milligram (of 
D-a-phenoxyethyl, penicillin potassium standard) 


Potency In units per milligram of L-a-phenoxyethyl, penicillin potassium standard 


my. If a nonrecording spectrophotom¬ 
eter is used, determine the absorbance I 
(on a solution containing 20 milligrams I 
per 100 milliliters) at the 268 my ab¬ 
sorption peak, using a slit width of 0.5 
millimeter or less. (The exact position I 
of the peak should be determined for the 
particular instrument used.) Calculate 
the absorptivity, (a). Repeat the pro- ] 
cedure, using the L-a-phenoxyethyl, | 
penicillin potassium standard. 


Percent phenethicillin potassium= 


a (sample) 


a (standard) 


X100 
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Proceed as directed in 


(d) Moisture. 

Toxicity. Proceed as directed in 
I A la 4 t except use sodium chloride solu- 
BL «c the diluent. 

I (f) pH. Proceed as directed in 
V ^Crystallinity. Proceed as directed 

(h identity. Add 0.5 milliliter of a 
methyl alcohol solution containing 2.0 
milligrams per milliliter to a test tube, 
land dry under a current of air. Add one 
Idrop of an aqueous chromotropic acid 
■solution containing 10 milligrams per 
I milliliter. Add two milliliters of sulfuric 
lacid and heat in a glycerol bath at 150° 
|c for 3 to 4 minutes. An olive-green 
Icolor is produced. (Penicillin V or its 
halts give a blue or purple color.) 

|§ 141a.l01 Phenethicillin potassium 
1 (potassium a-phenoxyethyl penicil¬ 
lin) tablets. 

(a) Potency . Use the iodometric as- 
Isay procedure in § 141a.5(d), except use 
[the L-a-phenoxyethyl, penicillin potas¬ 
sium standard as the standard of com- 

m, and prepare the sample as fol¬ 
lows: Place 12 tablets in a mortar and 
I add approximately 20 milliliters of 1 per¬ 
cent phosphate buffer at pH 6.0. Dis¬ 
integrate the tablets by grinding with a 
pestle. Transfer with the aid of small 
portions of the buffer solution to a 500- 
milliliter volumetric flask and make to 
500 milliliters by adding sufficient phos¬ 
phate buffer. Make the proper esti¬ 
mated dilutions in 1 percent phosphate 
buffer at pH 6.0. The sample may also 
be prepared as follows: Place 12 tablets 
in a blending jar and add thereto ap¬ 
proximately 100 milliliters of a 500-milli¬ 
liter quantity of 1 percent phosphate 
buffer at pH 6.0. After blending for 1 
'minute with a high-speed blender add 
[the remainder of the 500 milliliters of 
buffer. Blend again for 1 minute and 
make the proper estimated dilutions in 1 
percent phosphate buffer at pH 6.0. The 
average potency of phenethicillin po¬ 
tassium tablets is satisfactory if they 
contain not less than 85 percent of the 
number of units per tablet that they are 
represented to contain. 

(b) Moisture. Use 4 tablets and pro¬ 
ceed as directed in § 141a.5(a). 

(c) Disintegration time. Proceed as 
directed in § 141a.9(c). 


§ 141a.l02 Phenethicillin potassium 
(potassium a-phenoxyethyl penicil¬ 
lin) for oral solution. 

(a) Potency. Prepare the sample as 
directed on its labeling. Transfer an ali¬ 
quot containing 200,000 units to a 100- 
milliliter volumetric flask, make to vol¬ 
ume with 1 percent phosphate buffer at 
PH 6.0, and assay by the iodometric 
assay procedure in §141a.5(d), except 
use the L-a-phenoxyethyl, penicillin po¬ 
tassium standard as the standard of 
comparison. Its potency is satisfactory 
if it contains not less than 85 percent of 
the number of units that it is repre¬ 
sented to contain. 

(b) Moisture. Proceed as directed in 

§ 141a.26(e). 


§ 141a.l03 Methicillin sodium. 

(a) Potency. Use the methicillin 
sodium working standard as the stand¬ 
ard of comparison, and proceed as di¬ 
rected in § 141a.l, except that: 

(1) Plate assay, (i) Prepare a stock 
solution containing 1,000 micrograms 
per milliliter. Prepare the standard 
curve by further diluting this stock solu¬ 
tion, using 1 percent phosphate buffer, 
pH 6.0, to final concentrations of 6.4, 8.0, 
10.0, 12.5 and 15.6 micrograms per milli¬ 
liter. The 10.0 micrograms per milli¬ 
liter concentration is the reference 
concentration. 

(ii) Determine the inoculum of the 
Staphylococcus aureus suspension to be 
used for the seed layer by adding varying 
volumes of the standardized suspension 
to 100-milliliter volumes of the seed agar. 
Run test plates with the different inoc- 
ula and the methicillin sodium reference 
concentration. Select as the optimum 
inoculum the one that results in the 
clearest and best defined zones of inhibi¬ 
tion (usually between 0.3 and 1.0 mil¬ 
liliter per 100 milliliters of seed agar). 

(2) Iodometric assay. If the iodo¬ 
metric assay is used, use a solution con¬ 
taining 1.0 milligram per milliliter. 

If it is packaged for dispensing, its po¬ 
tency is satisfactory if the container con¬ 
tains not less than 90 percent or more 
than 115 percent of the number of milli¬ 
grams that it is represented to contain. 

(b) Sterility. Proceed as directed in 
§ 141a.2, adding sufficient penicillinase 
to inactivate the penicillin (approxi¬ 
mately 6,000 Levy units of penicillinase 
per tube) in the test for bacteria. 

(c) Pyrogens. Proceed as directed in 
§ 141a.3, except use sodium chloride in¬ 
jection as the diluent and inject 1.0 milli¬ 
liter per kilogram of a solution contain¬ 
ing 20 milligrams per milliliter. 

(d) Toxicity. Proceed as directed in 
§ 141a.4, except use sodium chloride in¬ 
jection as the diluent and inject 0.5 
milliliter of a solution containing 100 
milligrams per milliliter. 

(e) Moisture. Proceed as directed in 
§ 141a.26(e). 

(f) pH. Proceed as directed in § 141a.5 
(b), using an aqueous solution contain¬ 
ing 10 milligrams per milliliter. 

(g) Crystallinity. Proceed as directed 
in § 141a.5(c). 

(h) Methicillin content. Place a 200- 
milligram sample in a 100-milliliter vol¬ 
umetric flask. Dissolve and make to 
volume with distilled water. Remove a 
5-milliliter aliquot and dilute to 50 milli¬ 
liters with distilled water. Determine 
the absorbance at 280 millimicrons, 
using a suitable ultraviolet spectropho¬ 
tometer and quartz 1-centimeter cells. 
Set the instrument at zero absorbance 
with distilled water. If a recording 
spectrophotometer is used, record the 
ultraviolet absorption spectrum from 250 
millimicrons to 300 millimicrons. If a 
nonrecording spectrophotometer is used, 
determine the absorbance (on a solution 
containing 10 milligrams per 100 milli¬ 
liters) at the 280-millimicron absorption 
peak. (The exact position of the peak 
should be determined for the particular 


instrument used.) Calculate the absorp¬ 
tivity, “a.” Repeat the procedure, using 
the methicillin sodium standard. 


Percent methicillin content 


a (sample) 
= a (standard) 


X100 


(i) Identity. Use the sample solution 
prepared as described in paragraph (h) 
of this section and determine the ab¬ 
sorbancies at the absorption maximum 
at 280 millimicrons and at the absorp¬ 
tion minimum at 264 millimicrons. 


a(280 millimicrons) ^ A 

— / no a — rm — 7 - r - —1.30 to 1.45 

a(264 millimicrons) 

§ 141a. 104 Sodium oxacillin. 

(a) Potency. Use the sodium oxacillin 
working standard as the standard of 
comparison, and proceed as directed in 
§ 141a.1, except: 

(1) Plate assay, (i) Prepare a stock 
solution containing 1,000 micrograms per 
milliliter. Prepare the standard curve 
by further diluting this stock solution, 
using 1 percent phosphate buffer, pH 6.0, 
to final concentrations of 3.2, 4.0, 5.0, 
6.25, and 7.8 micrograms per milliliter. 
The 5.0 micrograms per milliliter is the 
reference concentration. 

(ii) Determine the inoculum of the 
Staphylococcus aureus suspension to be 
used for the seed layer by adding vary¬ 
ing volumes of the standard suspension 
to 100-milliliter volumes of the seed agar. 
Run test plates with the different inocula 
and the sodium oxacillin reference con¬ 
centration. Select as the optimum inoc¬ 
ulum the one that results in the clearest 
and best defined zones of inhibition (us¬ 
ually between 0.3 milliliter and 1.0 milli¬ 
liter per 100 milliliters of seed agar). 

(2) Iodometric assay. If the iodo¬ 
metric assay is used, use a solution con¬ 
taining 1.0 milligram per milliliter. 

(b) Toxicity. Proceed as directed in 
§ 141a.4, except use sodium chloride in¬ 
jection as the diluent and inject 0.5 milli¬ 
liter of a solution containing 20 milli¬ 
grams activity per milliliter. 

(c) Moisture. Proceed as directed in 
§ 141a.26(e). 

(d) pH. Proceed as directed in 
§ 141a.5(b). 

(e) Crystallinity. Proceed as directed 
in § 141a.5(c). 

(f) Sodium oxacillin content. Accu¬ 
rately weight approximately 60 milli¬ 
grams of sample, and transfer to a 100- 
milliliter volumetric flask. Dissolve and 
dilute the sample to the mark with dis¬ 
tilled water. Pipette a 5.0-milliliter 
aliquot of the sample solution into a 22 x 
200 millimeter test tube, and add 5 milli¬ 
liters of 10 N NaOH. Mix the solutions, 
and place the tube in a boiling water 
bath for 60 minutes. Cool the tube, care¬ 
fully add 10 milliliters of 6 N HC1, mix, 
and place the tube in the boiling water 
bath for 10 minutes. Position the tube in 
the bath so that the. two liquid levels are 
the same. After heating, remove the 
tube from the bath, carefully agitate the 
contents of the tube, and cool to room 
temperature. Quantitatively transfer 
the contents of the tube to a 250-milli¬ 
liter volumetric flask. Add approxi¬ 
mately 200 milliliters of freshly boiled 
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and cooled distilled water, then 4.0 milli- ance on a suitable spectrophotometer at 
liters of 7.5 N NH 4 OH, and dilute to 235 millimicrons against a reagent blank, 
volume with freshly boiled and cooled Run concurrently with the sodium oxa- 
distilled water. Determine the absorb- cillin standard, and calculate as follows: 


A sample xmg. standard (anhydrous basis) 
A standard xmg. sample (anhydrous basis) 


X100=Percent sodium oxacillin 


(g) Identity. Use the sample solution 
prepared in paragraph (f) of this section 
and record the ultraviolet spectrum be¬ 
tween 230 millimicrons and 260 millimi¬ 
crons. It should be basically identical to 
that of the standard similarly treated. 

§ 141a.105 Sodium oxacillin tablets. 

(a) Potency —(1) Plate assay . Place 
a representative number of tablets 
(usually 3 to 12) in a blending jar and 
add approximately 200 milliliters of a 
500-milliliter quantity of 1 percent 
phosphate buffer, pH 6.0. After blending 
for 1 minute with a high-speed blender, 
add the remainder of the 500 milliliters 
of buffer. Blend again for 1 minute, re¬ 
move an aliquot, and make the proper 
estimated dilutions to 5.0 micrograms 
per milliliter in 1 percent phosphate buf¬ 
fer, pH 6.0. Follow the plate assay pro¬ 
cedure given in § 141a.l04. 

(2) Iodometric assay. In lieu of the 
plate assay method described in sub- 
paragraph (1) of this paragraph, the 
potency may also be determined by 
using the iodometric assay described in 
§ 141a.5(d) except prepare the sample as 
follows: Grind a representative number 
of tablets (usually 5 to 12), using a mor¬ 
tar and pestle. Dilute a weighed por¬ 
tion of the powder (approximately 30 
milligrams) with 1 percent phosphate 
buffer at pH 6.0 to a concentration of 
approximately 1.0 milligram per milli¬ 
liter. 

The potency of sodium oxacillin tablets 
is satisfactory if they contain not less 
than 90 percent of the number of milli¬ 
grams per tablet that they are repre¬ 
sented to contain. 

(b) Moisture. Use four tablets and 
proceed as directed in § 141a.26(e). 

(c) Disintegration time. Proceed as 
directed in § 141a.9(c). 

§ 14la. 106 Sodium oxacillin capsules. 

(a) Potency. Proceed as directed in 
§ 141a.l05. The average potency of the 
sodium oxacillin capsules is satisfactory 
if they contain not less than 90 percent 
of the number of milligrams per capsule 
that they are represented to contain. 

(b) Moisture. Use the contents of 4 
capsules and proceed as directed in 
§ 141a.26(e). 

§ 141 a. 107 Buffered methicillin sodium 
(buffered sodium-2,6-dimethoxy- 
phenyl penicillin). 

(a) Potency — il) Preparation of sam¬ 
ple. (i) Dissolve an accurately weighed 
portion of the drug in 1 percent phos¬ 
phate buffer, pH 6.0, to obtain an appro¬ 
priate stock solution for assay. 

<ii) Reconstitute the drug as directed 
in the labeling of the finished product. 
Using a syringe and needle, transfer a 
representative aliquot of the drug equiv¬ 
alent to one dose to a 100-milliliter vol¬ 
umetric flask; make to volume with 1 
percent phosphate buffer, pH 6.0 


(2) Assay. Using the solutions de¬ 
scribed in subparagraph (1) of this para¬ 
graph, proceed as directed in § 141a.- 
103(a). 

The micrograms per milligram potency 
of the weighed sample of the drug is cor¬ 
rected for the sodium citrate content. 

(b) Sterility, pyrogens, toxicity, mois¬ 
ture, pH, crystallinity, methicillin con¬ 
tent, and identity. Proceed as directed 
in § 141a.103 (b), (c), (d), (e), (f), (g), 
(h), and (i). 


PART 141b—STREPTOMYCIN (OR DI¬ 
HYDROSTREPTOMYCIN) AND 
STREPTOMYCIN- (OR DIHYDRO¬ 
STREPTOMYCIN-) CONTAINING 
DRUGS; TESTS AND METHODS OF 
ASSAY 

Sec. 

141b. 101 Streptomycin sulfate, streptomy¬ 
cin hydrochloride, streptomycin 
phosphate, streptomycin trihy¬ 
drochloride calcium chloride; 
potency. 

141b.102 Streptomycin sulfate, streptomy¬ 
cin hydrochloride, streptomycin 
phosphate, streptomycin trihy¬ 
drochloride calcium chloride; 
sterility. 

141b.l03 Streptomycin sulfate, streptomy¬ 
cin hydrochloride, streptomycin 
phosphate, streptomycin trihy¬ 
drochloride calcium chloride; 
toxicity. 

141b.l04 Streptomycin sulfate, streptomy¬ 
cin hydrochloride, streptomycin 
phosphate, streptomycin trihy¬ 
drochloride calcium chloride; 
pyrogens. 

141b.l05 Streptomycin sulfate, streptomy¬ 
cin hydrochloride, streptomycin 
phosphate, streptomycin trihy¬ 
drochloride calcium chloride; 
histamine. 

141b.106 Streptomycin sulfate, streptomy¬ 
cin hydrochloride, streptomycin 
phosphate, streptomycin trihy¬ 
drochloride calcium chloride; 
moisture, pH, identity. 

141b.107 Streptomycin ointment, dihyro- 
streptomycin ointment; po¬ 
tency. 

141b.l08 Dihydrostreptomycin sulfate, crys¬ 
talline dihydrostreptomycin sul¬ 
fate, dihydrostreptomycln hy¬ 
drochloride. 

141b.l09 Streptomycin tablets; dihydro¬ 
streptomycin tablets. 

141b.H0 Streptomycin for topical use. 

141b.lll Streptomycin sulfate solution; di¬ 
hydrostreptomycin sulfate solu¬ 
tion; crystalline dihydrostrepto¬ 
mycin sulfate solution. 

141b.ll2 Streptomycin - polymyxin - baci¬ 
tracin tablets. 

141b.ll3 Streptomycin syrup; streptomycin 
in gel (streptomycin oral suspen¬ 
sion) ; dihydrostreptomycln sy¬ 
rup; dihydrostreptomycln in gel 
(dihydrostreptomycln oral sus¬ 
pension) . 

14lb. 114 Streptomycin - bacitracin - poly¬ 
myxin gauze pads. 

141b.ll5 Streptomycin otic with antifungal 
agent; dihydrostreptomycin otic 
with antifungal agent. 


Sec. 

141b.116 

141b.ll7 

141b.118 
141b.ll9 

141b.120 


141b.121 
141b.122 

141b.123 

141b.l24 

141b.125 

141b.126 
141b.127 

141b.l28 

141b.129 

141b.130 
141b.l31 

141b.132 

141b.l33 

141b.134 

141b.135 

141b.l36 

141b.137 

141b.l38 


Streptomycin - kaolin 


aluminum hydroxide gelLw^ 
veterinary; dlhydrostreiZ! 
cln - kaolin - pectin - aluS 1 
hydroxide gel powder veterT 

Streptomycin for inhalation t 
apy; dihydrostreptomycln 
halation therapy. ru 

Dihydrostreptomycln - streotnm 
cin sulfates. * m 

Streptomycin sulfate veterina] 
dihydrostreptomycln sulfate vi 
erinary; dihydrostreptomvci 
hyd rochloride veterina? 

Streptomycin sulfate powder ori 
veterinary; streptomycin sulfate 
granules oral veterinary; diU 
drostreptomycin sulfate powdd 
oral veterinary; dlhydrostreptc 
mycin sulfate granule- oral vet 

erinary; dihydrostreptomycii 

hydrochloride powder oral vete 
inary; dihydrostreptomycln h 
drochloride granules oral veteril 
nary. ^ 

Streptonicozid sulfate. 

Dihydrostreptomycln - streptomyl 
cin sulfates solution. 1 

Streptomycin - penicillin - s 
amide with kaolin and pecti 
dihydrostreptomycln - penicl 
lin-sulfonamide with kaolii 
and pectin. 

Streptomycin hydrochloride solu-| 
tion oral veterinary; streptomyl 
cin sulfate solution oral veteril 
nary. 

Dihydrostreptomycln - streptomyl 
cin sulfates with isonicoti 
acid hydrazide. 

Streptomycin-erythromycin 
ment. 

Streptomycin - chlortetracycline- 
chloramphenicol -bacitracin den-| 
tal cement; dihydrostreptomy-j 
cin - chlortetracycline - chlor 
amphenicol - bacitracin dents 
cement. 

Streptomycin-sodium sulfathia-l 
zole solution veterinary; dihy-j 
drostreptomycin-sodium sulfa-1 
thiazole solution veterinary. 

Streptomycin-polymyxin-neomycin 
ointment; dihydrostreptomycin-l 
polymyxin-neomycin ointment. 

Streptomycin - dihydrostreptomy¬ 
cin for inhalation therapy.] 

Streptomycin-neomycin powder; 

dihydrostreptomycln - neomycin 
powder. 

Streptomycin solution for inhala¬ 
tion therapy veterinary: dlhy- 
drostreptomycin solution for in¬ 
halation therapy veterinary. 

Streptomycin-polymyxin in gel; 

. dihydrostreptomycln - polymyxin 
in gel. 

Streptomycin sulfate-dihydrostrep- 
tomycin sulfate powder oral 
veterinary. 

Streptomycin and para-amino- 
benzoic acid powder for inhala¬ 
tion therapy; dihydrostreptomy¬ 
cin and para-aminobenzoic acid 


powder for inhalation therapy. 

Streptomycin-polymyxin tablets; 
dihydrostreptomycin - polymyxin 
tablets. 

Streptomycin-neomycin for in¬ 
halation therapy veterinary; di¬ 
hydrostreptomycin-neomycin for 

inhalation therapy veterinary. 

Dihydrostreptomycln - neomycin- 
polymyxin aerosol solution vet¬ 
erinary. 


Authority: §§ 141b.l01 to 141b.l38 issued 
under sec. 507, 59 Stat. 463, as amended; 
21 UJS.C. 357. 
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I ... ioi Streptomycin sulfate, strep- 
I tomycin hydrochloride, streptomycin 
ohosphate, streptomycin trihydro- 
chloride calcium chloride; potency. 
l,„ cylinders (.cups). Use cylinders 
scribed under § 141a.l(a) of this 

If^culture media. Using ingredients 
l Conform to the standards prescribed 
tL o S. P. or N. F., make nutrient 
Ear for the seed and base layers: 

•el extract- J- ® f“ - 

£* extract - I: SIS: 

» wne .il o IS: 

Siled"water q. s- 1,000.0 ml. 

1 7.8 to 8.0 after sterilization. 

I (c) Working standard. Keep the 
Irking standard (obtained from the 
todand Drug Administration) at —20° 
i in tightly stoppered containers which 
t turn are kept in larger stoppered vials 
mtaining a suitable desiccant. Dry an 
ppropriate amount of the working 
tandard as described in § 141a.5(a) of 
s chapter. Dissolve the weight of the 
- working standard obtained in dis¬ 
ced water. Keep this stock solution in 
l refrigerator. Do not use it later than 
5 days after it is made. 

'(d) Standard curve. Prepare daily 
1 0.10 M potassium phosphate buffer, 

1 8.o, from the stock solution described 
[paragraph (c) of this section, con¬ 
centrations of 0.64, 0.80, 1.0, 1.25, and 
[.56 micrograms per milliliter solution. 

1 total of 12 plates is used in the prepa¬ 
ration of the standard curve, three plates 
r each solution except the 1.0 micro- 
l per milliliter solution. The latter 
concentration is used as the reference 
joint and is included on each plate. On 
of three plates fill three cylinders 
urith the 1.0 microgram per milliliter 
ndard and the other three cylinders 
rith the concentration under test. Thus 
here will be thirty-six 1-microgram de- 
I terminations and nine determinations 
[for each of the other points on the curve, 
if ter the plates have incubated, read 
[the diameters of the circles of inhibition. 
Average the readings of the 1.0 micro¬ 
gram per milliliter concentration and 
the readings of the point tested for each 
set of three plates and average also all 
38 readings of the 1.0 microgram per 
milliliter concentration. The average 
of the 36 readings of the 1.0 microgram 
per milliliter concentration is the correc¬ 
tion point for the curve. Correct the 
average value obtained for each point to 
[the figure it would be if the 1.0 micro¬ 
gram per milliliter reading for that set 
of three plates were the same as the cor¬ 
rection point. Thus, if in correcting the 
8-unit concentration, the average of the 
36 readings of the 1.0 microgram per 
milliliter concentration is 16.5 milli¬ 
meters and the average of the 1.0 micro¬ 
gram per milliliter concentration of this 
set of three plates is 16.3 millimeters, the 
correction is 0.2 millimeter. If the aver¬ 
age readings of the 0.8 microgram per 
milliliter concentration of these same 
three plates is 15.9 millimeters, the cor¬ 
rected value is then 16.1 millimeters. Plot 
these corrected values, including the 
average of the 1.0 microgram per mil¬ 
liliter concentration, on 2-cycle semilog 
Paper using the concentration in micro- 
grams per milliliter as the ordinate (the 

No. 251—Pt. II-5 


logarithmic scale) and the diameter of 
the zone of inhibition as the abscissa. 
Draw the standard curve through these 
points, either by inspection or by the 
equations in § 141a.l(h) of this chapter. 
The five points selected to determine the 
curve are arbitrary (they should be 
equally spaced) and should be so chosen 
that the limits of the curve will fill the 
needs of the laboratory. However, the 
potency of the sample under test should 
fall in the interval of from 64 percent to 
156 percent of the correction point of the 
standard curve. 

(e) Preparation of sample. Dissolve 
the sample to be tested in sufficient 0.1 
M potassium phosphate buffer, pH 8.0, to 
make a convenient stock solution. Fur¬ 
ther dilute in buffer to a final concentra¬ 
tion of 1.0 microgram per milliliter (es¬ 
timated). Use this last dilution in the 
assay for potency. 

(f) Preparation of suspensions — (1) 
Preparation of spore suspensions. The 
test organism is Bacillus subtilis (Amer¬ 
ican Type Culture Collection 6633). 
Maintain the test organism on nutrient 
agar prepared as described in § 141a.1 (b) 
(1) of this chapter. Prepare a spore 
suspension by one of the following 
methods: 

(1) Grow the organism for 1 week at 
37° C. in a number of Roux bottles each 
containing 300 milliliters of nutrient 
agar prepared as described in § 141a.1 
(b) (1) of this chapter. Suspend the 
spores in sterile distilled water and heat 
for 30 minutes at 65° C. Wash the spore 
suspension three times with sterile dis¬ 
tilled water, heat again for 30 minutes 
at 65° C. and resuspend in sterile dis¬ 
tilled water; or 

(ii) Grow the organism for 5 days at 
37° C. in a Roux bottle containing 300 
milliliters of agar medium described in 
§ 141a.1 (b) (1) of this chapter, but 
modified by the addition of 300 milli¬ 
grams of MnSO< • H 2 0 per liter. Suspend 
the growth in 50 milliliters of sterile 
isotonic saline solution, centrifuge, and 
decant the supernatant liquid. Recon¬ 
stitute the sediment and heat-shock the 
suspension by heating for 30 minutes at 
70° C. Maintain the spore suspension 
at approximately 15° C. Determine by 
appropriate tests the quantity of spore 
suspension to be added to each 100 milli¬ 
liters of agar for the secondary layer 
that will give sharp, clear zones of inhi¬ 
bition. 

(2) Preparation of vegetative suspen¬ 
sion. If a suspension of the test organ¬ 
ism is to be used in lieu of the spore 
suspensions described in subparagraph 
(1) of this paragraph, prepare such 
suspension as follows: Using 2.0 milli¬ 
liters of sterile distilled water, wash the 
organism from an agar slant (which has 
been incubated for 24 hours at 37° C.) 
onto the agar surface of a Roux bottle 
containing 300 milliliters of nutrient agar 
prepared as described in § 141a.l (b) (1) 
of this chapter. Incubate for 24 hours at 
37° C. Suspend the resultant growth in 
50 milliliters of sterile distilled water 
and homogenize the suspension. Deter¬ 
mine by appropriate tests the quantity 
of the vegetative suspension to be added 
to each 100 milliliters of agar for the 
secondary layer that will give sharp, 
clear zones of inhibition. 


(g) Preparation of plates. Add 21 
milliliters of agar described in paragraph 
(b) of this section to each Petri dish 
(20 by ICO millimeters). Melt the agar 
to be used for the secondary layer, cool to 
55° to 60° C. and add the spore suspen¬ 
sion prepared in paragraph (f) of this 
section. Mix thoroughly and add 4 mil¬ 
liliters to each of the plates containing 
the 21 milliliters of the uninoculated 
agar. Tilt the plates back and forth to 
spread the inoculated agar evenly over 
the surface. 

(h) Plate assay. Place six cylinders 
on the inoculated agar surface so that 
they are at approximately 60° intervals 
on 2.8-centimeter radius. Use three 
plates for each sample. Fill three cylin¬ 
ders on each plate with the 1.0 mcg./ml. 
standard and three cylinders with the 1.0 
mcg./ml. (estimated) sample, alternat¬ 
ing standard and sample. Incubate the 
plates for 16 to 18 hours at 37° C. and 
measure the diameter of each circle of 
inhibition. 

(i) Estimation of potency. Average 
the zone readings of the standard and 
average the zone readings of the sample 
on the three plates used. If the sample 
gives a larger average zone size than the 
average of the standard, add the differ¬ 
ence between them to the 1.0 microgram 
zone size of the standard curve. If the 
average sample value is lower than the 
standard value, subtract the difference 
between them from the 1.0 microgram 
value on the curve. From the curve read 
the potencies corresponding to these 
corrected values of zone sizes. 

(j) Turbidimetric assay. In lieu of 
the plate-assay method described in 
paragraph (h) of this section, the sam¬ 
ple may be assayed for potency by the 
following method: 

(1) Employ the agar described in par¬ 
agraph (b) of this section (adjusted to 
a final pH of 7 0) for maintaining the 
test organism, which is Klebsiella pneu¬ 
moniae (ATCC 10031), noncapsulated. 
Transfer stock cultures every week for 
test purposes. Transfer the organism to 
fresh agar slants and incubate overnight 
at 37° C. Suspend the growth from two 
or three of these slants in sterile distilled 
water and add approximately 5 millili¬ 
ters of culture suspension to each of two 
Roux bottles containing the agar de¬ 
scribed in paragraph (b) of this section. 
Incubate the bottles overnight at 37° C., 
harvest the growth, using 50 milliliters 
of sterile distilled water per bottle, and 
pool the washings from the two bottles. 
Determine the dilution with water that 
will give a light transmission reading of 
65 percent, using a filter of 6,500 Ang¬ 
strom units in a photoelectric colorime¬ 
ter. Keep the resulting suspension of 
organisms in the refrigerator and use for 
a period of not to exceed 1 week. Pre¬ 
pare a daily inoculum by adding 6.0 mil¬ 
liliters of the diluted suspension to each 
100 milliliters of the nutrient broth pre¬ 
pared as directed in § 141a.l(b) (3) of 
this chapter, cooled to a temperature of 
approximately 15° C. 

(2) Working standard solutions. Pre¬ 
pare the daily standard curve by diluting 
the stock solution described in para¬ 
graph (c) of this section in sterile dis¬ 
tilled water to the following final con¬ 
centrations: 23.9, 26.8, 30.0, 33.6 and 37.6 
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micrograms per milliliter. Add 1 milliliter 
of each final dilution to each of three 
tubes having an outside dimension of 16 
millimeters x 125 millimeters. Add 9 
milliliters of inoculated broth described 
in subparagraph (1) of this paragraph, 
to each tube and immediately place in a 
37° C. water bath for 3 to 4 hours. After 
incubation, remove the tubes and add 
0.5 milliliter of 12 percent formaldehyde 
to each tube. 

(3) Preparation of sample. Dissolve 
the sample under test in sterile distilled 
water to prepare a convenient stock 
solution. Further dilute this stock solu¬ 
tion in sterile distilled water to a final 
concentration of 30 micrograms per mil¬ 
liliter. Add 1 milliliter of this final con¬ 
centration to each of three 16 millimeters 
x 125 millimeters tubes (outside dimen¬ 
sions). Add 9 milliliters of the inocu¬ 
lated broth described in subparagraph 
(1) of this paragraph to each tube and 
immediately place in a 37° C. water bath 
for 3 to 4 hours. (The sample tubes are 
placed in the water bath at the same 
time as the standard tubes.) After in¬ 
cubation, remove all tubes (sample and 
standard) and add 0.5 milliliter of 12 
percent formaldehyde to each tube. 
Read the absorbance values of all tubes 
in a suitable photo-electric colorimeter, 
using a wavelength of 530 m/t. Set the 
instrument at zero absorbance, using 
clear, uninoculated broth prepared as 
described in § 141a.l(b) (3) of this 
chapter. 

(4) Estimation of potency . Plot the 
average values for each concentration 
of the standard on 1-cycle semilogarith- 
mic paper with absorbance on the 
arithmetic scale and concentrations on 
the logarithmic scale. Construct the 
best straight line through the points, 
either by inspection or by means of the 
equations described in § 141c.231(a) (1) 
(v) of this chapter. Average the ab¬ 
sorbance values for the sample and read 
the streptomycin concentration from the 
standard curve. Multiply the concen¬ 
tration by appropriate dilution factors 
to obtain the streptomycin content of the 
sample tested. 

(k) Potency. The potency of strepto¬ 
mycin is satisfactory, when assayed by 
the methods described in this section, if 
the immediate containers contain 90 per¬ 
cent of the number of grams they are 
represented to contain. 

§ 141b. 102 Streptomycin sulfate, strep¬ 
tomycin hydrochloride, streptomycin 
phosphate, streptomycin trihydro¬ 
chloride calcium chloride; sterility. 

Use the entire contents of single-dose 
containers or the equivalent of approxi¬ 
mately 0.5 gram (activity) from each 
multiple-dose container, and proceed as 
directed in § 141a.2 of this chapter, ex¬ 
cept that neither penicillinase nor the 
control tube is used in the test for bac¬ 
teria. 

§ 141b.103 Streptomycin sulfate, strep¬ 
tomycin hydrochloride, streptomycin 
phosphate, streptomycin trihydro¬ 
chloride calcium chloride; toxicity. 

Proceed as directed in § 141a.4 of this 
chapter, using as a test dose 0.5 milliliter 
of a solution containing 2 mg./ml. 


§ 141b.l04 Streptomycin sulfate, strep¬ 
tomycin hydrochloride, streptomycin 
phosphate, streptomycin trihydro¬ 
chloride calcium chloride; pyrogens. 

Proceed as directed in § 141a.3 of this 
chapter, using as a test dose 1.0 milliliter 
per kilogram of a solution containing 10 
mg./ml. 

§ 141b. 105 Streptomycin sulfate, strep¬ 
tomycin hydrochloride, streptomycin 
phosphate, streptomycin trihydro¬ 
chloride calcium chloride; histamine. 

Use a healthy adult cat as the test ani¬ 
mal. Determine weight and place under 
general anesthesia by employing suffi¬ 
cient (150 mg./kg.) sodium phenobar- 
bital administered intraperitoneally. 
Surgically expose the right carotid sep¬ 
arating it completely from all surround¬ 
ing structures, including the vagus 
nerve, by blunt dissection and cannulate. 
Surgically expose the femoral vein. 
Start the recording kymograph and in¬ 
spect the tracings for amplitude of ex¬ 
cursion and relative stability of pressure. 
Determine the sensitivity of the animal 
by injecting into the femoral vein stand¬ 
ard solutions of histamine made to con¬ 
tain the equivalent of 1.0 microgram of 
histamine base per milliliter. Make in¬ 
jections at not less than 5-minute in¬ 
tervals using doses of 0.05, 0.1, and 0.15 
microgram of histamine base per kilo¬ 
gram. Repeat these injections, disre¬ 
garding the first series of readings, until 
the drop given by equivalent doses of 
histamine is relatively uniform. The 
fall in blood pressure given 1 by 0.1 
mcg./kg. of histamine base (not less than 
20 millimeters of mercury) is subse¬ 
quently employed as the standard in 
testing samples. The histamine stand¬ 
ard is supplied on request. Inject 3 
mg./kg. of the sample of streptomycin 
per milliliter maintaining the five- 
minute injection schedule; If a signifi¬ 
cant drop is encountered the dose is 
repeated after the animal has been re¬ 
tested with the standard histamine. The 
animal may be used as long as it re¬ 
mains reasonably stable and responsive 
to histamine. The product is satisfac¬ 
tory if the fall in blood pressure obtained 
with 3 milligrams of streptomycin per 
kilogram of body weight is no greater 
than the fall obtained with 0.1 micro¬ 
gram of histamine base per kilogram of 
body weight. (Dogs may be substituted 
for cats in this test provided the ratio 
of the doses of streptomycin and hista¬ 
mine employed is the same.) 

§ 141b.l06 Streptomycin sulfate, strep, 
tomycin hydrochloride, streptomycin 
phosphate, streptomycin trihydro¬ 
chloride calcium chloride; moisture, 
pH, identity. 

(a) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

(b) pH. Proceed as directed in § 141a.5 
(b) of this chapter, using a solution with 
a concentration of 0.2 gm./ml. 

(c) Identity . Using distilled water, di¬ 
lute the sample to be tested to a concen¬ 
tration of approximately 1,000 micro- 
grams per milliliter. To 5.0 milliliters 
of this solution, add 2.0 milliliters of 11V 
NaOH and heat in a boiling water bath 
for 10 minutes. Cool in ice water for 3 
minutes and then acidify the solution 
by adding 2.0 milliliters of 1.27V HC1. 




chloride reagent, prepared asflS 
in § 141b.l08(b) (1). A violet ^ 
appears. ulc 

§ 141b.l07 Streptomycin ointment- 
hydrostreptomycin ointment- ’ 
tency. 

(a) Streptomycin content. Proceed* 
directed in § 141b.l01 except parawsml 
(j) and (k) thereof, and in lieu of ?h 
directions in § 141b.l01 (e), prepare SL 
sample as follows: Accurately weigh thl 
tube and contents and squeeze appro* 
mately 1.0 gram into a blending jar cori 
taining 50 milliliters of 0.10 M potassiui 
phosphate buffer (pH 7.8 to 8.0) rJ 
weigh the tube to obtain weight of oind 
ment used in the test. Using a high! 
speed blender, blend the mixture for 
minutes. Dilute an aliquot of the mix 
ture to contain 100 micrograms of strep 
tomycin base (estimated) per milliiitei 
Transfer 1.0 milliliter of this solution t 
a 100-milliliter flask and make up ti 
volume with 0.10 M potassium phosphaU 
buffer (pH 7.8 to 8.0). Use this lal 
dilution in the assay for potency. Thl 
potency of streptomycin ointment | 
satisfactory if it contains not less thai 
85 percent of the number of microgram- 
of streptomycin base per gram it is repl 
resented to contain. 

(b) Dihydrostreptomycin content . 
Proceed as directed in paragraph (a) ofl 
this section, using the dihydrostreptomyl 
cin working standard as a standard ofl 
comparison. Its content of dihydrol 
streptomycin is satisfactory if it contain! 
not less than 85 percent of the numbel 
of micrograms of dihydrostreptomyciJ 
base per gram it is represented to coni 
tain. 

§ 14lb. 108 Dihydrostreptomycin sulfate* 
crystalline dihydrostreptomycin sull 
fate, dihydrostreptomycin hydro 
chloride. 

(a) Potency. Using the dihydrostrei 
tomycin working standard as a standan 
of comparison, proceed as directed 
§ 141b.l01. Its potency is satisfactoi. 
if it contains not less than 90 percent oi 
the number of milligrams that it is re] 
resented to contain. 

(b) Content of streptomycin sulfah 
or streptomycin hydrochloride —(1) Rea¬ 
gents. (i) 10 percent ferric chloride stock 
solution. Dissolve 5 grams of FeCy&O 
in 50 milliliters 0.1 N HC1. 

(ii) 0.25 percent ferric chloride solu¬ 
tion—Dilute 2.5 milliliters of 10 percent 
ferric chloride in 0.1 N HC1 to 100 milli¬ 
liters with 0.01 N HC1. Prepare the solu- 1 
tion fresh daily. 

(2) Standard curve. Keep the work-1 
ing standard (obtained from the Food 
and Drug Administration) at —20° C. 
in tightly stoppered containers which in 
turn are kept in larger stoppered vials 
containing a suitable desiccant. Dry an 
appropriate amount of the working 
standard at 100° C. and a pressure of 5 
millimeters or less for 4 hours. Pre 
pare a stock aqueous solution containing 
1.0 milligram of streptomycin base per 
milliliter. Store this standard solution 
in a refrigerator and use for no longer 
than 2 weeks. Transfer 1.0, 2.0, 3.0, 4.0, 
and 5.0 milliliters of this standard solu¬ 
tion and 10 milliliters of distilled water 
to each of six 25-milliliter volumetric 
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Add 9.0, 8.0, 7.0, 6.0, and 5.0 
nmters of distilled water to the five 
1 X s respectively, to give each a total 
® of 10 milliliters. To each add 
,'o milliliters of 1 N NaOH and then 
JL the flasks in a boiling water bath for 
?n minutes. Cool the flasks in ice water 
” , minutes and acidify the solutions 
S h 2 0 milliliters of 1.2 N HC1. To each 
^ add 5 0 milliliters of 0.25 percent 
ferric chloride reagent, make to volume 
Li/h distilled water, and mix thoroughly. 
Transfer the colored solutions to 2.0- 
ipntimeter absorption cells and measure 
L percent light transmission at 530 mp 
£ a suitable photoelectric colorimeter. 


Set the colorimeter at 100 percent light 
transmission for the zero concentration 
and then obtain the percent light trans¬ 
mission of the sample. Prepare a stand¬ 
ard curve on semilog paper, plotting the 
percent light transmission on the 
logarithmic ordinate scale and the con¬ 
centration of streptomycin base on the 
abscissa. 

(3) Procedure. Dilute the contents of 
a vial or a sufficient amount of bulk ma¬ 
terial to give a concentration of approxi¬ 
mately 20 milligrams per milliliter. 
From the amount of streptomycin ob¬ 
tained, calculate the percent streptomy¬ 
cin as follows: 


Milligrams of streptomycin X 100 

Percent streptomycin=^.p 1 ^ rft rn<!t nf difrydrogtreptomycin found in the sample used 


(c) Sterility. 

§141b.l02. . 

(d) Toxicity, pyrogens, histamine, 

moisture, pH, crystallinity. Proceed as 
directed in §§ 141b.l03, 141b.l04, 

141b.l05,141b.106, and 141a.5 (c) of this 
chapter. 


Proceed as directed in 


§ 141b. 109 Streptomycin tablets; di¬ 
hydrostreptomycin tablets. 


(a) Potency —(1) Streptomycin con¬ 
tent. Using 12 tablets, proceed as di¬ 
rected in § 141b.101, except § 141b.l01 
(j) and (k), and in lieu of the directions 
in § 141b.l01(e), prepare the sample as 
follows: Place the tablets in a glass 
blending jar containing 500 milliliters 
of 0.1 M potassium phosphate buffer, 
pH 8.0. Using a high-speed blender, 
blend for 3 to 5 minutes and then make 
the proper estimated dilutions in the 
buffer solution; except if it is a bolus, 
use three tablets and grind with a mor¬ 
tar and pestle before blending. The 
average potency of streptomycin tablets 
is satisfactory if it contains not less 
than 85 percent of the number of milli¬ 
grams that it is represented to contain. 

(2) Dihydrostreptomycin content. 
Proceed as directed in subparagraph (1) 
of this paragraph, using the dihydro¬ 
streptomycin working standard as a 
standard of comparison. The average 
potency of dihydrostreptomycin tablets 
is satisfactory if it contains not less than 
85 percent of the number of milligrams it 
is represented to contain. 

(b) Moisture. Proceed as directed in 
I 141a.5 (a) of this chapter. 

(c) Disintegration time. Proceed as 
directed in § 141a.9(c) of this chapter. 


§ 141b. 110 Streptomycin for topical use. 

(a) Potency. Proceed as directed in 
1 141b.l01, except paragraph (k) 
thereof. The potency of streptomycin 
for topical use is satisfactory if the im¬ 
mediate containers are represented to 
contain: 

(1) Less than 500 milligrams and con¬ 
tain 85% or more of the number of 
milligrams so represented; 

(2) More than 500 milligrams and 
contain 90% or more of the number of 
milligrams so represented. 

(b) Sterility, toxicity, pyrogens , hista¬ 
mine, moisture, pH. Proceed as directed 
^ §§ 141b.l02 to 141b.l06. 



§ 141b.lll Streptomycin sulfate solu¬ 

tion ; dihydrostreptomycin sulfate 
solution; crystalline dihydrostrepto¬ 
mycin sulfate solution. 

(a) If it is streptomycin sulfate solu¬ 
tion, proceed as directed in §§ 141b.101, 
141b.102,141b.104, 141b.l05, and 141b.l06 
(b) and (c), and for the toxicity test 
proceed as directed in § 141a.4 of this 
chapter, using as a test dose 0.5 milliliter 
of a solution containing 1.5 milligrams 
per milliliter. 

(b) If it is dihydrostreptomycin sul¬ 
fate solution or crystalline dihydrostrep¬ 
tomycin sulfate solution, proceed as 
directed in § 141b.l08, except in lieu of 
the directions in § 141b.l08 (b) determine 
the streptomycin content as follows: 

(1) Preparation of standard. Prepare 
a standard aqueous solution of the Food 
and Drug Administration streptomycin 
working standard containing 0.25 milli¬ 
gram of streptomycin base per milliliter. 
Transfer 1.0, 1.5, and 2.0 milliliter ali¬ 
quots to test tubes (approximately 16 
millimetersX150 millimeters). Add 1.0, 
0.5, and 0 milliliter of distilled water to 
give a 2.0-milliliter volume. 

(2) Preparation of sample. Dilute 1.0 
milliliter of the dihydrostreptomycin 
sulfate solution to be tested (containing 
'250 to 500 milligrams of dihydrostrepto¬ 
mycin) to 25.0 milliliters in a volumetric 
flask. Transfer 2.0 milliliters to a test 
tube. 

(3) Blank. Use 2.0 milliliters of dis¬ 
tilled water. 

(4) Procedure. To each tube contain¬ 
ing 2.0 milliliters, add, in turn, 8.0 milli¬ 
liters of 0.1 N NaOH (freshly prepared 
from 1 N NaOH), mix thoroughly, and 
immediately determine the optical den¬ 
sity at 325 m/t in a suitable spectropho¬ 
tometer. Set the spectrophotometer at 
100-percent light transmission for the 
blank similarly treated. Return the 
solution to the test tube, heat in a boil¬ 
ing water bath for 10 minutes, cool in 
an ice bath for 3 minutes, and allow to 
come to room temperature. Determine 
the optical density at 325 mp. The dif¬ 
ference in reading before and after heat¬ 
ing is the optical density of the aliquot. 
Prepare a standard curve. The concen¬ 
tration of streptomycin in the sample 
solution obtained directly from the 
standard curve times 1,250, divided by 
the number of milligrams of dihydro¬ 
streptomycin in the original dihydro¬ 
streptomycin solution, equals the percent 
of streptomycin. 


§ 141b.112 Strepiomyc in-poly myxin- 
bacitracin tablets. 


(a) Tablets— (1) Potency— (i) Strep¬ 
tomycin content. Using 12 tablets, 
proceed as directed in § 141b.109(a) (1). 
Its content of streptomycin is satis¬ 
factory if it contains not less than 85 
percent of the number of milligrams that 
it is represented to contain. 

(ii) Polymyxin content. Using 12 ad¬ 
ditional tablets, proceed as directed in 
paragraph (b) of this section. Its con¬ 
tent of polymyxin is satisfactory if it 
contains not less, than 85 percent of the 
number of units that it is represented to 
contain. 

(iii) Bacitracin content. Proceed as 
directed in § 141e.403(a) of this chapter, 
except use the test organism and pre¬ 
pare the standard curve as directed in 
§ 141a.49(a) (2) (ii) of this chapter. Its 
content of bacitracin is satisfactory if it 
contains not less ;han 85 percent of the 
number of units that it is represented to 
contain. 

(2) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

(3) Disintegration time. Proceed as 
directed in § 141a.9(c) of this chapter. 

(b) Polymyxin used in making the 
tablets —(1) Potency —(i) Cylinders 
(cups). Use cylinders described under 
§ 141a.l (a) of this chapter. 

(ii) Culture medium. Using ingredi¬ 
ents that conform to the standards pre¬ 
scribed, if any, by the U. S. P. or N. F., 
make nutrient agar for the seed and base 
layers: 

(a) Base layer. 


Pancreatic digest of casein- 17. 0 gm. 

Papaic digest of soybean- 3. 0 gm. 

Sodium chloride_ 5. 0 gm. 

Dipotassium phosphate- 2. 5 gm. 

Dextrose_ 2. 5 gm. 

Agar_ 20. 0 gm. 

Distilled water, q. s- 1,000.0 ml. 

Final pH_ 7.3. 


(b) Seed layer. For seed layer make 
the following changes in the medium de¬ 
scribed in (a) of this subdivision. 


Agar_12. 0 gm. 

Tween 80 (add Tween 80 after 

boiling)...10. 0 gm. 

Final pH- 7.3. 


In lieu of preparing the medium from 
the individual ingredients as specified, 
it may be prepared from a dehydrated 
mixture which, when reconstituted with 
distilled water, has the same composition 
as such medium. Minor modifications 
of the specified individual ingredients 
are permissible if the resulting medium 
possesses growth-promoting properties 
at least equal to the medium described. 

(iii) Working standard. Weigh out a 
sufficient quantity of the working stand¬ 
ard (obtained from the U.S.P. Reference 
Standards Committee, 46 Park Avenue, 
New York 16, N.Y.), dried as described in 
§ 141a.5(a) of this chapter, and dissolve 
in 2.0 milliliters of distilled water, then 
add sufficient 10 percent potassium phos¬ 
phate buffer, pH 6.0, to make a 1,000 
units per milliliter stock solution. This 
solution may be used for 2 weeks if kept 
in refrigerator. 

(iv) Standard curve. Prepare daily a 
standard curve as directed in § 141a.21 

(c) (1) (vii) of this chapter, with the 
following exceptions: Using a solution 
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of the polymyxin working standard in 
10 percent potassium phosphate buffer, 
pH 6.0, prepare volumetrically the fol¬ 
lowing concentrations: 6.4, 8.0, 10.0, 12.5, 
and 15.6 units per milliliter in 10 percent 
potassium phosphate buffer, pH 6.0. The 
10 units per milliliter concentration is 
used as the reference point. 

(v) Preparation of test organism. 
The test organism is Brucella bronchi- 
septica (American Type Culture Collec¬ 
tion 4617) which is maintained on agar 
described under subdivision (ii) (a) of 
this subparagraph. Inoculate a Roux 
bottle containing this agar, subdivision 
(ii) (a), from a stock slant and incubate 
24 hours at 32° C.-35° C. Wash the 
growth into sterile distilled water and 
standardize the resulting organism sus¬ 
pension to 50-percent light transmission 
using a filter having a wave length of 
6,500 A. Run test plates, and use in the 
assay the amount of inoculum per 10 
milliliters of seed agar which gives (ca) 
15.0-millimeter zones of inhibition 
against the test organism with the 100 
units per milliliter solution of polymyxin. 
Make a new suspension every two weeks. 

(vi) Preparation of plates. Using the 
agar described in subdivision (ii) of this 
subparagraph, prepare the plates as de¬ 
scribed in § 141b.101 (g), except allow the 
agar for the secondary layer to cool to 
48° C.-50 0 C. before adding the inoculum. 
It is not necessary to refrigerate the 
plates. 

(vii) Assay. Dissolve in sufficient 
sterile distilled water to give a concen¬ 
tration of 30,000 units (estimated) per 
milliliter. Add sufficient 10 percent 
potassium phosphate buffer, pH 6.0 to 
make an appropriate stock solution. Di¬ 
lute further in sterile 10 percent potas¬ 
sium phosphate buffer, pH 6.0, to a final 
concentration of 10 units (estimated) 
per milliliter, and proceed as directed in 
§ 141b.l01 (h) and (i). 

(2) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, using 0.5 milli¬ 
liter of a solution prepared by diluting 
the sample to approximately 1,200 
units per milliliter with physiological salt 
solution. 

§ 141b. 113. Streptomycin syrup; strep¬ 
tomycin in gel (streptomycin oral 
suspension); dihydrostreptomycin 
syrup; dihydrostreptomycin in gel 
(dihydrostreptomycin oral suspen¬ 
sion). 

(a) Potency —(1) Streptomycin con¬ 
tent. Proceed as directed in § 141b.l01, 
except § 141b.l01(k), and except that if 
it is in an oil base proceed as directed in 
§ 141a.35 (a) (2) of this chapter. Its 
potency is satisfactory if it contains not 
less than 85 percent of the number of 
milligrams of streptomycin that it is 
represented to contain. 

(2) Dihydrostreptomycin content . 
Using dihydrostreptomycin working 
standard as the standard of comparison, 
proceed as directed in § 141b.l01, except 
§ 141b.l01 (k), and except that if it 
is in an oil base proceed as directed in 
§ 141a.35 (a) (3) of this chapter. Its 
potency is satisfactory if it contains not 
less than 85 percent of the number of 
milligrams of dihydrostreptomycin that 
it is represented to contain. 


§ 141b.ll4 Streptomy cin-bacitracin- 
polymyxin gauze pads. 

(a) Potency. Proceed as directed in 
§ 141b. 112(a) (1), except soak the sample 
for not less than 1 hour with frequent 
agitation. 

(b) Sterility. Using individual pads 
proceed as directed in § 141b.l02. This 
method will demonstrate only those or¬ 
ganisms which are not susceptible to 
these concentrations of streptomycin, 
bacitracin, and polymyxin. 

(c) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

§ 141b.ll5 Streptomycin otic with anti¬ 
fungal agent; dihydrostreptomycin 
otic with antifungal agent. 

(a) Potency. Proceed as directed in 
§ 141b.l01, except paragraph (k) thereof, 
and if it is dihydrostreptomycin otic with 
antifungal agent use the dihydrostrepto¬ 
mycin working standard as a standard 
of comparison. Its potency is satis¬ 
factory if it contains not less than 85 
percent of the number of milligrams of 
streptomycin or dihydrostreptomycin 
per milliliter that it is represented to 
contain. 

(b) pH. Proceed as directed in § 141a.5 
(b) of this chapter, using the undiluted 
solution or suspension. 

§ 141b. 116 Streptomycin-kaolin-pectin- 
aluminum hydroxide gel powder vet¬ 
erinary ; dihydrostreptomycin-kaolin- 
pectin-aluminum hydroxide gel pow¬ 
der veterinary. 

(a) Potency —(1) Streptomycin con¬ 
tent. Using 3.0 grams of the sample, 
proceed as directed in § 141b.l01, ex¬ 
cept paragraph (k) of that section. 
Its potency is satisfactory if it contains 
not less than 85 percent of the number 
of milligrams of streptomycin it is repre¬ 
sented to contain. 

(2) Dihydrostreptomycin content. 
Proceed as directed in subparagraph (1) 
of this paragraph, using the dihydro¬ 
streptomycin working standard as a 
standard of comparison. Its potency is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
of dihydrostreptomycin it is represented 
to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

§ 141b. 117 Streptomycin for inhalation 
therapy; dihydrostreptomycin for in¬ 
halation therapy. 

(a) Potency —(1) Streptomycin con¬ 
tent. Proceed as directed in § 141b.l01, 
except if it is packaged with inert gases 
proceed as follows: Use not less than 
6 immediate containers. Place one- 
half the number of such containers 
in a suitable sharp freezing unit having 
a temperature not higher than —30° 
C. After freezing, cut open the con¬ 
tainers and transfer the contents of 
each to a suitable beaker and allow 
gas to evaporate. After gas has evapo¬ 
rated, wash and dry the residue remain¬ 
ing in the container into the beaker with 
sterile distilled water, after which wash 
the entire contents of the beaker into a 
500-milliliter volumetric flask and make 
to mark with sterile distilled water. 
Use an appropriate aliquot of each of 
these solutions and proceed as directed 


141b.l01 to determine the averaJ 
quantity of streptomycin in 13 


dis-| 


tbl 

total! 


not 
it is 


in § 141b 

total _ . _ _ _ 

container. Expel the drug fromoJi? 
the remaining containers as dire^, 
its labeling. After all gas (with drug 
has been expelled, cut open the coS 
ers and place each in a large be 
containing 500 milliliters of sterile m, 
tilled water. Let stand for not less th* 
15 minutes, with frequent agitatioi 
Remove an aliquot and proceed as , 
rected in § 141b.l01 to determine t 
quantity of streptomycin that remains ii 
each container. The quantity of streu 
tomycin expelled is determined by sub 
tracting the average amount of 
residue found from the average ww 
amount contained in the containers i\ 
potency is satisfactory if it contains 
less than 90 percent, or 85 percent if lfc . a 
packaged with inert gases, of the num¬ 
ber of milligrams of streptomycin that 
it is represented to contain. 

( 2 ) Dihydrostreptomycin content 
Proceed as directed in subparagraph (l) 
of this paragraph, except use the dihy- 
drostreptomycin working standard as a 
standard of comparison. Its potency is 
satisfactory if it contains not less thar 
90 percent, or 85 percent if it is packagec 
with inert gases, of the number of milli- 
grams of dihydrostreptomycin that it i< 
represented to contain. 

(b) Unless it is packaged with iner\ 
gases, toxicity, histamine, moisture, pH 
streptomycin content (if it is dihydro¬ 
streptomycin), crystallinity {if it i 
crystalline dihydrostreptomycin). Pro' 
ceed as directed in §§ 141b.l03, 141b 105 
141b.l06, 141b.108 (b), and 141a.5 (c) ol 
this chapter. 

(c) If it is packaged with inert gases 
moisture. Proceed as directed in § 14la.^ 
(c) of this chapter, but in lieu of the 
directions for preparing the sample ir 
§ 141a.7 (c) (3) of this chapter prepare 
the sample and calculate as follows: 
Freeze the container as described in par¬ 
agraph (a) of this section. After freez¬ 
ing, open the container and remove s 
representative 10-milliliter aliquot 
Place this sample in a dry titrating ves¬ 
sel, immediately add an excess of Kar 
Fischer reagent, and back-titrate with 
water-methanol solution until the end¬ 
point is reached. 

Percent mni«t.iir<> — ( v i ) x e 

100 

§ I41b.ll8 Dihydrostreptomycin-strep- 
tomycin sulfates. 

(a) Potency. Proceed as directed ii 
§ 141b. 108(a). Its total potency is satis 
factory if it contains not less than 91 
percent of the combined number of mil 
ligrams of dihydrostreptomycin an( 
streptomycin that it is represented ti 
contain. 

(b) Content of streptomycin sulfate 
Proceed as directed in § 141b.l08 (b) 
making appropriate dilutions so that thi 
aliquot used for the colorimetric meas¬ 
urement contains 5.0 milligrams o: 
streptomycin (estimated) and modify 
the calculations in accordance with th< 
dilutions made. Its content of strepto¬ 
mycin is satisfactory if it contains noi 
less than 45 percent and not more thar 
55 percent of the total potency as de¬ 
termined under paragraph (a) of this 
section. 
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\ sterility, toxicity, pyrogens, his- 
1 "L moisture, pH. Using the total 
Jency o f the sample for pre Paring di- 

hjtions 


and weighings, proceed as di¬ 
in §§ 141b.l02, 141b.103, 141b. 104, 
and 141b.106. 


fe.105, 

lUlb.119 Streptomycin sulfate veteri- 
■nary; dihydrostreptomycin sulfate 
veterinary; dihydrostreptomycin hy¬ 
drochloride veterinary. 

(a ) potency. If it is streptomycin 
ifate veterinary, proceed as directed in 

b 101. If it is dihydrostreptomycin 
Ifate veterinary or dihydrostrepto- 
ivcin hydrochloride veterinary, proceed 
s directed in § 141b.l01(j) , using the 
Hiydrostreptomycin working standard 
s the standard of comparison. 

(b) Toxicity. Proceed as directed in 
\ 141b.l03. 

f (c) Moisture. Using a 1-gram sarn¬ 
ie, proceed as directed in § 141a.5 (a) 
f this chapter. 

(d) pH. Proceed as directed in 
1141b.106 (b). 

(e) Streptomycin content (if it is di- 
k idrostreptomycin) . Proceed as directed 

15141 b .108 (b). 

1 141b. 120 Streptomycin sulfate powder 
oral veterinary; streptomycin sulfate 
granules oral veterinary; dihydro- 
streptomycin sulfate powder oral vet¬ 
erinary; dihydrostreptomycin sulfate 
granules oral veterinary; dihydro¬ 
streptomycin hydrochloride powder 
oral veterinary; dihydrostreptomycin 
hydrochloride granules oral veteri¬ 
nary. 

(a) Potency. Proceed as directed in 
§ 141b.l01, except if it contains di- 
lydrostreptomycin use the dihydro- 
Istreptomycin working standard as the 
[standard of comparison. Its potency 
s satisfactory if it contains not less than 
[90 percent of the number of milligrams 
of streptomycin or dihydrostreptomycin 
per gram that it is represented to 
[contain. 

(b) Moisture. Using a 1-gram sam- 
Iple, proceed as directed in § 141a.5 (a) 
'of this chapter. 

jl41b.l21 Slreptonicozid sulfate. 

(a) Potency — (1) Streptomycin con¬ 
tent. Dilute the sample with hydro¬ 
chloric acid solution pH 1.5 to 1,000 mi¬ 
crograms per milliliter (estimated strep¬ 
tomycin activity). Heat at 50° C. for 30 
minutes, cool rapidly and proceed as di¬ 
rected in § 141b.101. The streptomycin 
potency of streptonicozid sulfate is 
satisfactory if the immediate containers 
contain 90 percent of the streptomycin 
activity they are represented to contain. 

(2) Isonicotinic acid hydrazide con¬ 
tent— (i) Reagents, (a) 0.1 N KBr0 3 - 


KBr solution: Dissolve 3 grams of KBrO. 
and 15 grams of KBr in sufficient water 
to make 1,000 milliliters. 

(b) Concentrated hydrochloric acid. 

(c) 20-percent potassium iodide solu¬ 
tion. 

(d) 0.05 N Na>S 2 0 3 (accurately stand¬ 
ardized against KIO«). 

di) Preparation of sample. Place an 
accurately weighed sample of approxi¬ 
mately 250 milligrams or an aliquot of a 


solution containing 250 milligrams of 
streptonicozid sulfate into a 250-milli¬ 
liter iodine flask. Add sufficient water to 
give a volume of 25 milliliters. 

(iii) Blank. Add 25 milliliters of dis¬ 
tilled water in a 250-milliliter iodine 
flask. 

(iv) Procedure. To each iodine flask 
containing the sample and blank, add 25 
milliliters of 0.1 N KBr0 3 -KBr solution 
and 5 milliliters of concentrated HC1. 
Stopper the flasks, and place distilled 
water in the wells around the stopper. 
Allow the flasks to stand for 15 minutes 
at room temperature, and then add 5 
milliliters of 20-percent potassium iodide 
solution to each flask. Titrate the lib¬ 
erated iodine with 0.05 N Na^Oa, using 
starch as an indicator. 

(v) Calculations. 


Percent isonicotinic acid hydrazide = 
(B-S) XNX3429 
W 

where: 

B= milliliters of Na a S a O, required for the 
blank. 

5= milliliters of Na a S a O, required for the 
sample. 

N= normality of the Na a S a O s 

W= milligrams of sample. 

(b) Absorptivity. Accurately weigh 
approximately 100 milligrams of the 
sample; dissolve in distilled water, and 
make to 100 milliliters. Dilute a 5-mil¬ 
liliter aliquot of this solution to 100 mil¬ 
liliters, allow to stand at room tempera¬ 
ture for 15 minutes, and, using a suitable 
spectrophotometer, determine the ab¬ 
sorbance of the solution in a 1-centi¬ 
meter cell at 260 m/x compared with dis¬ 
tilled water as a blank. 


Absorptivity (1%, 1 cm.) 


Absorbance at 260 m/xX 20.000 
Milligrams of sample 


(c) Toxicity. Proceed as directed 
under § 141a.4 of this chapter, using as a 
test dose 0 5 milliliter of a solution con¬ 
taining 1,000 micrograms of streptomy¬ 
cin activity per milliliter. 

(d) Sterility. Proceed as directed 
under § 141a.2 of this chapter, using the 
equivalent of approximately 0.5 gram 
streptomycin activity, except that 
neither penicillinase nor the control 
tube is used in the test for bacteria. 

(e' Pyrogens, histamine, moisture, pH, 
and crystallinity. Proceed as directed 
under §§ 141b.l04, 141b.l05, 141b.l06, 
and 141a.5 (c) of this chapter. 

§ 141b. 122 Dihydrostreptomycin-strep- 
tomycin sulfates solution. 

(a) Combined potency of dihydro¬ 
streptomycin and streptomycin; content 
of streptomycin. Proceed as directed in 
§ 141b.ll8 (a) and (b). 

(b) Sterility, toxicity, pyrogens, his¬ 

tamine. Proceed as directed in 
§§ 141b.102, 141b.103, 141b.l04, and 

141b.105. 

(c) pH. Using the undiluted solu¬ 
tion, proceed as directed in § 141a.5 (b) 
of this chapter. 

§ 141b.123 Streptomycin-penicillin-sul- 
fonamide with kaolin and pectin; di- 
hydrostreptomycin-penicillin - sulfon¬ 
amide with kaolin and pectin. 

(a) Potency —(1) Streptomycin con¬ 
tent. Proceed as directed in § 141b.101. 
Its potency is satisfactory if it contains 
not less than 90 percent of the number 
of milligrams of streptomycin it is repre¬ 
sented to contain. 

(2) Dihydrostreptomycin content. 
Proceed as directed in subparagraph (1) 
of this paragraph, using the dihydro¬ 
streptomycin working standard as a 
standard of comparison. Its potency is 
satisfactory if it contains not less than 
90 percent of the number of milligrams 
of dihydrostreptomycin it is represented 
to contain. 

(3) Penicillin content. Proceed as di¬ 
rected in § 141a.1 of this chapter. Its 
potency is satisfactory if it contains not 
less than 90 percent of the number of 
units of penicillin it is represented to 
contain. 


(b) Moisture content. Proceed as di¬ 
rected in § 141a.5 (a) of this chapter. 

(c) pH. Prepare the suspension as 
directed in the labeling of the drug and 
proceed as directed in § 141a.5 (b) of 
this chapter. 

§ 141b. 124 Streptomycin hydrochloride 
solution oral veterinary ; streptomy¬ 
cin sulfate solution oral veterinary. 

(a) Potency. Proceed as directed in 
§ 141b. 101. Its potency is satisfactory if 
it contains not less than 90 percent of 
the number of milligrams of streptomy¬ 
cin per milliliter that it is represented to 
contain. 

(b) Toxicity. Proceed as directed in 
§ 141b.103. 

(c) pH. Proceed as directed in 
§ 141b.106 (b). 

§ 141b.l25 Dihydrostreptomycin-slrep- 
tomycin sulfates with isonicotinic 
acid hydrazide. 

(a) Total potency —(1) Preparation 
of sample —(i) Reagents —(a) Benzalde- 
hyde. Boiling point 75-76° C./16 milli¬ 
meters ; 

(b ) Acetone. Reagent grade. 

(ii) Apparatus. An extraction funnel 
is prepared by fusing a ground-glass 
stopper to the top of a medium porosity 
sintered-glass filter funnel (30-millime¬ 
ter diameter) 

(iii) Procedure. The entire sample is 
quantitatively transferred to the funnel 
as follows: Pour the dry sample into the 
funnel. Wash any material remaining 
in the bottle with three 5.0-milliliter 
portions of benzaldehyde, placing the 
washings into the funnel. Stopper the 
funnel and shake occasionally for 3 min¬ 
utes. Filter off the benzaldehyde by 
vacuum. Repeat the shaking with two 
more 15-milliliter portions of benzalde¬ 
hyde, discarding all benzaldehyde fil¬ 
trates. Wash the residue in the funnel 
with about 10 milliliters of acetone, dis¬ 
carding the acetone filtrate. Dissolve 
the streptomycin and dihydrostreptomy¬ 
cin in the funnel with about 25 milliliters 
of water and transfer the solution to a 
500-milliliter volumetric flask. Wash 
the funnel with water and transfer the 
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washings to the volumetric flask. Fi¬ 
nally, wash the funnel with water by fil¬ 
tering the water by vacuum and add the 
filtrate to the volumetric flask. Dilute 
the sample to 500 milliliters with distilled 
water, then proceed as directed in 
§ 141b.l01 (j), using the dihydrostrepto¬ 
mycin working standard as the standard 
of comparison. The total potency is 
satisfactory if it contains not less than 
90 percent of the combined number of 
milligrams of dihydrostreptomycin and 
streptomycin that it is represented to 
contain. 

(b) Content of streptomycin sulfate. 
Using an aliquot of the solution prepared 
as directed in paragraph (a) of this 
section, proceed as directed in § 141b.l08 

(b), making appropriate dilutions so 
that the aliquot ultimately used for the 
colorimetric measurement contains 5.0 
milligrams of streptomycin (estimated), 
and modify the calculations in accord¬ 
ance with the dilutions made. Its con¬ 
tent-of streptomycin is satisfactory if it 
contains not less than 45 percent and 
not more than 55 percent of the total 
potency as determined under paragraph 
(a) of this section. 

(c) Isonicotinic acid hydrazide con¬ 
tent. Proceed as directed under § 141b.- 
121 (a) (2). 

(d) Sterility, pyrogens, histamine, 

moisture, pH. Using the total potency 
of the sample for preparing dilutions 
and weighings, proceed as directed in 
§§ 141b.102, 141b.104, 141b.105, and 

141b.l06. 

(e) Toxicity. Proceed as directed un¬ 
der § 141a.4 of this chapter, using as a 
test dose 0.5 milliliter of a solution con¬ 
taining 1,000 micrograms of total activ¬ 
ity per milliliter. 

§ 141b.l26 Streptomycin-erylhromycin 
ointment. 

(a) Ointment —(1) Potency —(i) 
Streptomycin content. Proceed as di¬ 
rected in § 141b. 101 (a) through (i), ex¬ 
cept prepare the sample as follows: 
Place a representative quantity of 
the ointment (usually an entire con¬ 
tainer) in a blending jar containing 
approximately 225 milliliters of chloro¬ 
form. Using a high-speed blender, 
blend the mixture for 3 minutes. Trans¬ 
fer the blended material to a large 
Buchner funnel (at least 10 centimeters 
in diameter) fitted with a highly reten¬ 
tive filter paper and attached to a 
vacuum line. Apply vacuum long 
enough to insure removal of chloroform 
from the filter cake. Place the filter 
cake and the paper in a blending jar 
containing 250 milliliters of 0.1 M phos¬ 
phate buffer, pH 8.0, and blend for 10 
minutes. Filter the blended material 
through a fast, porous, filter paper. 
Dilute the filtrate to obtain a solution for 
assay containing 1.0 microgram per 
milliliter. Its content of streptomycin is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
per gram that it is represented to con¬ 
tain. 

(ii) Erythromycin content —(a) cyl¬ 
inders (cups). Use cylinders described 
under § 141a.l (a) of this chapter. 

(b) Culture media. Prepare the cul¬ 
ture media for the base and seed layers 
and for carrying the test organism as 


directed in § 141a.l (b) (1) of this chap¬ 
ter, except for the base and seed layers 
adjust the media to pH 8.0 after sterili¬ 
zation. Make the nutrient broth for 
preparing an inoculum of the test or¬ 
ganism as directed in § 141a. 1 (b) (3) of 
. this chapter. 

(c) Working standard. Keep the 
working standard (obtained from the 
U. S. P. Reference Standards Committee, 
46 Park Avenue, New York 16, N. Y.) at 
refrigeration in tightly stoppered vials, 
which in turn are kept in larger stop¬ 
pered vials containing a suitable desic¬ 
cant. Dry 30 milligrams to 50 milligrams 
of the standard as described in § 141a.5 
(a) of this chapter. Dissolve the weight 
of dry working standard in sufficient 
methyl alcohol to give a concentration 
of 10,000 micrograms per milliliter. 
Further dilute with 0.1 M potassium 
phosphate buffer, pH 7.8 to 8.0, to give a 
stock solution of 1,000 micrograms per 
milliliter. This stock solution may be 
kept under refrigeration for 1 week. 

(d) Standard curve. Using the work¬ 
ing-standard stock solution, prepare a 
standard curve as directed in § 141b.101 
(d). 

(e) Preparation of spore suspension. 
The test organism is Sarcina lutea 
(P. C. I. 1001). Maintain the test or¬ 
ganism on slants of nutrient agar de¬ 
scribed in (b) of this subdivision and 
transfer to a fresh agar slant once a 
week. Prepare a suspension of the test 
organism as follows: Streak an agar 
slant heavily with the test organism. 
Wash the growth off in about 3 milli¬ 
liters of nutrient broth described in (b) 
of this subdivision. Use the suspension 
so obtained to inoculate the surface of a 
Roux bottle containing 300 milliliters 
of the nutrient agar. Spread the sus¬ 
pension over the entire surface with the 
aid of sterile glass beads. Incubate for 
24 hours at 26° C. Wash the growth 
from the agar surface with 20 milliliters 
of nutrient broth described in (b) of 
this subdivision. If an aliquot of this 
bulk suspension, when diluted with nu¬ 
trient broth 1:10, gives a 10-percent 
light transmission in a suitable photo¬ 
electric colorimeter equipped with a fil¬ 
ter having a wave length of 6,500 Ang¬ 
strom units, it is satisfactory for use. It 
may be necessary to adjust the bulk 
suspension by dilution, so that an ali¬ 
quot of the adjusted suspension diluted 
1:10 gives 10-percent light transmission. 
(The adjusted bulk suspension only, and 
not the 1:10 dilution of it, is used in pre¬ 
paring the seed layer.) The bulk sus¬ 
pension may be used in the test for 2 
weeks. Add 0.3 milliliter of the adjusted 
bulk suspension to 100 milliliters of agar 
described in (b) of this subdivision, 
which has been melted and cooled to 
48° C. 

(/) Preparation of plates. Add 21 mil¬ 
liliters of the agar prepared in (b) of 
this subdivision to each Petri dish (20 
mm. x 100 mm.). Distribute the agar 
evenly in the plates and allow it to 
harden. Use the plates the same day 
they are prepared. Add 4.0 milliliters 
of the inoculum prepared under (e) of 
this subdivision to each plate, tilting the 
plates back and forth to spread the in¬ 
oculated agar evenly over the surface. 




(g) Assay. Place a representa+J 
quantity of the ointment (usually ofi! 
tire container) in a blending jar and« 
sufficient methyl alcohol to give a voii 
of approximately 100 milliliters tE- 
a high-speed blender, blend the miy L 
for 2 to 3 minutes. Add 400 miliiiit er ?J 
0.1 M potassium phosphate buffer JP 
6.0, and blend for ° ° — - - ’ 


. , . . 2 to 3 minutes, 

lute the mixture to 1.0 microgram 
milliliter (estimated) using o.l m p 0 ti 
sium phosphate buffer, pH 8.0, and 
ceed as directed in § 141b.l01 (h) 

(i), except that the incubation temoen 
ture is 32° C. to 35° C. The sample m‘ 
also be prepared by placing a represenl 
tive quantity of the ointment in a 1 ( 
milliliter volumetric flask. Add 50 ’ 
liters of ethyl ether and shake 
dissolved. 


pen 

(i 


Add approximately 200 milli] 
liters of methyl alcohol and bring to thj 
1,000 milliliter mark using distille 
water. Dilute the mixture to 1.0 mici 
gram per milliliter (estimated), using Q~ 
M potassium phosphate buffer, pH 80 
and proceed as directed in § 141b.l01 
and (i), except that the incubation t< 
perature is 32° C. to 35° C. Its conte 
of erythromycin is satisfactory if it con- 
tains not less than 85 percent of the 
number of milligrams per gram that it 
represented to contain. 

(iii) Moisture. Proceed as directed 
§ 141a.7 (c) of this chapter. 

(b) Erythromycin used in making t\ 
ointment — (l) Moisture. Proceed as di¬ 
rected in § 141a.26 (e) Of this chapter] 
Use the value obtained to calculate the 
weighed samples used in this paragraph.l 

(2) Potency. Proceed as directed in] 
paragraph (a) (1) (ii) of this section, 
except in the preparation of the solution I 
of the sample dissolve 40 milligrams (as 
the anhydrous compound) in a small 
amount of methyl alcohol and then fur¬ 
ther dilute in 0.10 M potassium phos¬ 
phate buffer, pH 8.0, to make a solution 
containing 1.0 microgram per milliliter | 
(estimated). 

(3) Toxicity. Proceed as directed ini 
§ 141d.305 (b) of this chapter, except] 
administer orally to each mouse 1.0 milli¬ 
liter of a suspension of the drug contain¬ 
ing 30 milligrams per milliliter. 

(4) pH. Using a saturated aqueous 
solution (100 milligrams per milliliter), 
proceed as directed in § 141a.5 (b) of this 
chapter. 

(5) Color-identity test. Dissolve 
about 3 milligrams of the sample in 2 
milliliters of acetone and add an equal 
volume of concentrated hydrochloric 
acid. A rapid color development takes 
place beginning with orange, changing 
to red, and finally resulting in a deep 
purple. Shake with 2 milliliters of chlo¬ 
roform. A portion of the purple color 
extracts into the chloroform layer. 
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§ 141b. 127 Streptomycin - chlortetracy* 

cline-chloramphenicol-bacitracin den¬ 
tal cement; dihydrostreptomycin* 
c h 1 o r t e t r acycline-chloramphenicol- 
bacitracin dental cement. 


I cei 
: 

bo 


(a) Potency —(1) Streptomycin or 
dihydrostreptomycin content —(i) Re¬ 
agents. (a) Sodium nitroprusside so¬ 
lution, 10 percent (w/v). 

(b) Potassium ferricyanide solution, 
10 percent (w/v). 
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(c) sodium hydroxide solution, 10 

l«ed nitroprusside solution. 

Li- gaual volumes of the 10-percent 
Uium nitroprusside, 10-percent potas- 
ferricyanide, and 10-percent sodi¬ 
um hyuroxide solutions in the order 


Lamed A deep-red color is formed 
Lhich changes to a yellow green after 
Landing at room temperature for ap¬ 
proximately 15 minutes. Dilute 1.0 milli- 
Ster of this yellow-green solution with 
water to 100 milliliters and shake. This 
is the oxidized nitroprusside solution to 
be used in the test. It should be pre¬ 
pared fresh daily. Each of the 10-per¬ 
cent solutions described is stable for at 
least 2 months when stored in amber 
bottles. 

(e) 0.3 percent piperidine in acetone. 

(/) Aectone. 

(ii) Preparation of standard. Pre¬ 
pare aqueous solutions of the working 
standards of streptomycin or dihydro¬ 
streptomycin containing 0.2 milligram 
per milliliter/ Transfer 1.0, 2.0, 3.0, 4.0, 

5 . 0 ,6.0, and 7.0 milliliter portions to small 
flasks. Add sufficient water to give each 
a 10-milliliter volume. 

(iii) Preparation of sample. Place an 
accurately weighed portion of approxi¬ 
mately 700 milligrams of the dental ce¬ 
ment in a sintered-glass filter funnel and 
wash with three successive 5-milliliter 
portions of 0.3-percent piperidine in ace¬ 
tone. Remove any residual piperidine 
with two 5-milliliter portions of acetone 
and suck dry with vacuum. To the resi¬ 
due on the filter add 10 milliliters of dis¬ 
tilled water and 10 milliliters of the 
oxidized nitroprusside solution. Shake, 
and after 6 minutes filter and read the 
color as directed below. 

(iv) Blank. Use 10 milliliters of dis¬ 
tilled water. 

(v) Procedure. To each flask con¬ 
taining 10 milliliters of the standard and 
blank add 10 milliliters of the oxidized 
nitroprusside solution and allow the 
color to develop at room temperature for 
6 minutes. Determine the optical den¬ 
sity of each of the standard solutions 

the sample at 490 millimicrons, 
using a suitable spectrophotometer. 
The blank is used to set the instrument 
to zero optical density. The orange-red 
color produced is stable for 30 minutes. 
Prepare a standard curve on coordinate 
graph paper, plotting the optical density 
on the ordinate scale and the concen¬ 
tration of streptomycin or dihydrostrep¬ 
tomycin base on the abscissa. For the 
sample, the optical density found is used 
to obtain the concentration of strepto¬ 
mycin or dihydrostreptomycin directly 
from the standard curve. To obtain the 
potency of the sample, multiply the con¬ 
centration found by the appropriate fac¬ 
tors in accordance with the dilutions 
made. Its content of streptomycin or 
dihydrostreptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(2) Chlortetracycline content —(i) Re¬ 
agents. Mix 8 volumes of 20-percent 
(w/v)K 2 HP0 4 with 1 volume of 20-per¬ 
cent (w/v) KH2PO4. 

(ii) Apparatus, (a) A Coleman elec¬ 
tronic photofluorometer (Model 12) or a 


similar instrument, equipped with filter 
b-1 for incident light and filter b-2 for 
emitted fluorescence. 

(b) Matched 18 x 150-millimeter Py- 
rex test tubes. 

(iii) Preparation of standards, (a) 
Prepare the fluorometric standard by 
dissolving 20 milligrams of U. S. P. 
quinine sulfate in 1 liter of 0.1 N H 2 S0 4 . 
Dilute 5 milliliters of this stock standard 
to 200 milliliters with 0.1 N H 2 S0 4 . Store 
these standards in the dark. 

(b) Prepare solutions of the chlortet- 
racycline hydrochloride working stand¬ 
ard to contain 5, 10, and 20 micrograms 
per 10 milliliters. 

(iv) Procedure. Using the diluted 
quinine standard, set the fluorometric 
reading at 35.0. Make a homogenous 
slurry of 500 milligrams of the dental 
cement in 500 milliliters of water. Place 
a 10-milliliter portion of the slurry in one 
of the matched test tubes and add 2.0 
milliliters of the buffer reagent. Centri¬ 
fuge for 3 minutes at 3,000 r. p. m. and 
immediately read the blank fluorescence 
of this solution. Stir the solution and 
heat on a steam bath for 5 minutes. 
Cool, and wipe the inside surface of the 
test tube with a swab of glass wool. 
Centrifuge for 5 minutes at 3,000 r. p. m 
and read the fluorescence within 1 hour. 
Subtract the initial blank fluorescence 
reading. Calculate the chlortetracycline 
content by reference to a standard curve 
prepared by treating the chlortetra¬ 
cycline standard solutions in a similar 
fashion. It is not necessary to centrifuge 
the standard solutions. Its content of 
chlortetracycline is satisfactory if it con¬ 
tains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(3) Chloramphenicol content —(i) 
Reagents, (a) Ethyl acetate. 

(b) Sodium hydrosulfite. 

(c) 0.1 N NaOH. 

(d) 5-percent NaNO a . 

(e) Concentrated HC1. 

(/) 5-percent ammonium sulfamate. 

( g ) 0.5-percent N(l-naphthyl) ethyl- 
enediamine dihydrochloride. 

(ii) Standard. Prepare the standard 
by dissolving 20 milligrams of chlor¬ 
amphenicol working standard in 500 
milliliters of water. 

(iii) Procedure. Place 50C milligrams 
of the dental cement in a 50-milliliter 
volumetric flask and add 25 milliliters of 
ethyl acetate. Heat to boiling on a steam 
bath. Cool and dilute to mark with 
ethyl acetate. Centrifuge, and place 15 
milliliters of the clear solution in a 100- 
milliliter volumetric flask. Evaporace to 
dryness on a steam bath with the aid of 
a stream of compressed air. Dissolve 
the residue in a 3-milliliter portion of 
0.1 N NaOH, add 25 milligrams of sodium 
hydrosulfite, and let stand at room tem¬ 
perature for 15 minutes. Add 0.5 milli¬ 
liter of 5-percent NaNO a and 5 to 10 
drops of concentrated HC1. After 2 min¬ 
utes, add 1 milliliter of ammonium sul¬ 
famate. Wait 2 minutes and add 0.5 
milliliter of N(l-naphthyl) ethylenedia- 
mine dihydrochloride. Make to 100 
milliliters and after 2 hours read the ab¬ 
sorbance at 558 millimicrons in a 2-cen¬ 
timeter cell against a reagent blank, 
using a suitable spectrophotometer. To 
4.0, 5.0, and 6.0 milliliter portions of the 


standard chloramphenicol solution add 
3 milliliters of 0.1 N NaOH and proceed 
as above, beginning with the addition of 
25 milligrams of sodium hydrosulfite. 
From the readings obtained plot a stand¬ 
ard curve and calculate the quantity of 
chloramphenicol in the sample from the 
standard curve. Its content of chlor¬ 
amphenicol is satisfactory if it contains 
not less than 85 percent of the number 
of milligrams that it is represented to 
contain. 

(4) Bacitracin content. Weigh 2 
grams of the dental cement and trans¬ 
fer to a sintered-glass funnel of medium 
porosity. Wash the cement five times 
by shaking with 5-milliliter portions of 
acetone, using a filter flask and vacuum. 
Allow the vacuum to dry the residue. 
Discard the washings. Wash the residue 
five times by shaking with 5-milliliter 
portions of 1-percent phosphate buffer, 
pH 6.0, withdrawing each portion under 
vacuum. Combine the washings and 
add sufficient buffer to give a bacitracin 
concentration of 2 units per milliliter 
(estimated). Use a chromatographic 
column made by blowing a glass tube, 
measuring approximately 85 millimeters 
by 7 millimeters, into the bottom of a 
glass test tube measuring 100 millimeters 
by 15 millimeters. Draw the end of the 
column to a tip and place a plug of glass 
wool in the tip. Fill the column with a 
slurry of 6.5 grams of acid-washed alu¬ 
mina (chromatographic grade) and 1- 
percent phosphate buffer, pH 6.0. Allow 
the alumina to settle in the tube and the 
excess buffer to drain off. When the 
liquid level nearly reaches the top of the 
column of alumina, add the sample solu¬ 
tion (containing. 2 units per milliliter) 
dropwise from a dropping funnel at the 
same rate that the buffer is being re¬ 
leased from the tip. Discard the first 30 
milliliters of effluent. Collect the re¬ 
mainder of the sample, dilute an aliquot 
with buffer to give a final bacitracin con¬ 
centration of 1 unit per milliliter (esti¬ 
mated) , and assay by the method pre¬ 
scribed in § 141a.49 of this chapter. Its 
content of bacitracin is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented 
to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

§ 141b.l28 Streptomycin-sodium sul- 
fathiazole solution veterinary; dihy- 
drostreptomycin-?odium sulfathiazole 
solution veterinary. 

(a) Potency. Proceed as directed in 
§ 141b.l01(j), except if it contains di¬ 
hydrostreptomycin use the dihydro¬ 
streptomycin working standard as a 
standard of comparison. Its content of 
streptomycin or dihydrostreptomycin is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
that it is represented to contain. 

(b) Sterility, pyrogens, histamine, 

streptomycin content if it is dihydro¬ 
streptomycin. Proceed as directed in 
§§ 141b.102, 141b.104, 141b.l05, and 

141b.lll (b). 

(c) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, using as a test 
dose 0.5 milliliter of a solution contain¬ 
ing 1.5 milligrams of streptomycin or 
dihydrostreptomycin per milliliter. 
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(d) pH. Proceed as directed in 
§141 a.5 (b) of this chapter, using the 
undiluted drug. 

§ 141b.l29 Streptomycin-polymyx in- 
neomycin ointment; dihydrostrep¬ 
tomycin-polymyxin-neomycin oint¬ 
ment, 

(a) Potency — (1) Streptomycin con¬ 
tent. Proceed as directed in § 141b. 101 
(a) through (i), inclusive, except pre¬ 
pare the sample in one of the following 
ways: 

(1) Extraction. Place a convenient 
sized representative quantity of the 
sample in a separatory funnel contain¬ 
ing approximately 50 milliliters of per¬ 
oxide-free ether. Shake the sample 
and ether until homegenous. Add a 20- 
milliliter portion of 0.1 M potassium 
phosphate buffer, pH 8.0, and shake well. 
Remove the buffer layer and repeat the 
extraction with 20-milliliter portions of 
buffer at least three times and any addi¬ 
tional times that may be necessary to 
insure complete extraction of the anti¬ 
biotic. Combine the extractives and 
make the appropriate estimated dilu¬ 
tions in 0.1 M potassium phosphate buf¬ 
fer, pH 8.0. 

(ii) Blending. Place a convenient 
sized representative quantity of the 
sample in a blending jar containing 1.0 
milliliter of a 10-percent aqueous solu¬ 
tion of polysorbate 80 and sufficient 
0.1 M potassium phosphate buffer, pH 8.0, 
to give a volume of 200 milliliters. Using 
a high-speed blender, blend for 2 min¬ 
utes and then make the appropriate 
estimated dilutions with buffer. Its 
content of streptomycin is satisfactory 
if it contains not less than 85 percent of 
the number of milligrams per gram that 
it is represented to contain. 

(2) Dihydrostreptomycin content. 
Proceed as directed in subparagraph (1) 
of this paragraph, using the dihydro- 
streptomycin working standard as a 
standard of comparison. Its content of 
dihydrostreptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams per gram that it 
is represented to contain. 

(3) Polymyxin content. Proceed as 
directed in § 141b.ll2 (b) (1) with the 
following exceptions: 

(i) In lieu of the directions for the 
preparation of the sample described in 
subdivision (vii) of § 141b.ll2 (b) (1), 
prepare the sample as follows: Place a 
convenient sized representative quantity 
of the sample in a separatory funnel 
containing approximately 50 milliliters 
of peroxide-free ether. Shake the sam¬ 
ple and ether until homogeneous. Add 
25 milliliters of 10-percent potassium 
phosphate buffer, pH 6.0, containing 2 
grams of K 2 HP0 4 and 8 grams of KH 2 P0 4 
in each 100 milliliters, and shake. Re¬ 
move the buffer layer and repeat the ex¬ 
traction with 25-milliliter portions of 
buffer at least three times and any addi¬ 
tional times that may be necessary to 
insure complete extraction of the anti¬ 
biotic. Combine the extractives and 
make the proper estimated dilutions in 
10-percent potassium phosphate buffer 
pH 6.0, to give a concentration of 10 units 
per milliliter (estimated). If the sample 
contains a water-soluble base, accurately 


weigh a representative sample and place 
in a blending jar containing 1 milliliter 
of polysorbate 80 and sufficient 10 per¬ 
cent potassium phosphate buffer, pH 6.0, 
to give a final volume of 200 milliliters. 
Use a high-speed blender and blend the 
mixture for 2 minutes. Make the proper 
estimated dilutions, using 10 percent 
potassium phosphate buffer, pH 6.0. 

(ii) The standard curve is prepared in 
the following concentrations: 6.4, 8.0, 
10.0, 12.5, and 15.6 units per milliliter in 
10 percent potassium phosphate buffer, 
pH 6.0. The 10 units per milliliter con¬ 
centration is used as the reference point. 
Calculate from the quantity of neomycin 
found (using the method described in 
subparagraph (4) of this paragraph), 
the quantity of neomycin that would be 
present when the sample is diluted to 
contain 10 units of polymyxin (labeled 
potency) per milliliter. Prepare the 
polymyxin standard curve by adding the 
calculated quantity of neomycin to each 
concentration of polymyxin used for the 
curve. Use the standard curve to calcu¬ 
late the polymyxin content. Its content 
of polymyxin is satisfactory if it con¬ 
tains not less than 85 percent of the 
number of units that it is represented 
to contain. 

(4) Neomycin content. Proceed as 
directed in § 141e.410 (b) (1) of this 
chapter, with the following exceptions: 

(i) In lieu of the directions for the 
preparation of the sample described in 
§ 141e.410 (b) (1) (vii) of this chapter, 
prepare the sample as directed in sub- 
paragraph (1) (i) of this paragraph or 
by a blending technique as follows: Place 
a convenient sized representative quan¬ 
tity of the sample in a blending jar con¬ 
taining 1.0 milliliter of a 0.3-percent 
aqueous solution of dioctyl sodium sulfo- 
succinate and sufficient 0.1 M potassium 
phosphate buffer, pH 8.0, to give a vol¬ 
ume of 200 milliliters. Using a high¬ 
speed blender, blend for 5 minutes and 
then make the appropriate estimated 
dilutions with buffer. 

(ii) Use as the test organism the Food 
and Drug Administration dihydrostrep- 
tomycin- (and streptomycin-) resistant 
strain of Staphylococcus aureus (Ameri¬ 
can Type Culture Collection 6538-PR) 
which is grown and maintained on 
media containing 1,000 micrograms of 
dihydrostreptomycin per milliliter of 
agar. Its content of neomycin is satis¬ 
factory if it contains not less than 85 
percent of the number of milligrams per 
gram that it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.8 (b) of this chapter. 

§ 141b. 130 Streptomycin-dihydrostrep- 
tomycin for inhalation therapy. 

(a) Potency — (1) Total potency. Using 
the dihydrostreptomycin working stand¬ 
ard as the standard of comparison, pro¬ 
ceed as directed in § 141b.l01 (j), except 
if it is packaged with inert gases prepare 
the sample as directed in § 141b.ll7 (a) 
(1). Its total potency is satisfactory if 
it contains not less than 90 percent of the 
combined number of milligrams of strep¬ 
tomycin and dihydrostreptomycin that it 
is represented to contain. 

(2) Streptomycin content. Proceed as 
directed in § 141b.ll8 (b). Its content 


of streptomycin is satisfactory if u 
tatas not less than 45 percent and ™! 
more than 55 percent of the total potenc * 
as determined under subparagraph ' 
of this paragraph. 

(b) Unless it is packaged with tnen 
ga^es, toxicity, histamine, moisture a* 
pH. Proceed as directed In ? n 
(b). 

(c) If it is packaged with inert oasr* 
lmcT* Pr0Ceed as mrected in § 141^ 


1(3) 
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§ 141b. 132 Streptomycin solution for 
inhalation therapy veterinary: dihy- 
drostreptoniycin solution for inhala- 
tion therapy veterinary. 

(a) Potency. Proceed as directed in 
§ 141b.101, except that if it contains 
dihydrostreptomycin use the dihydro¬ 
streptomycin working standard as the 
standard of comparison. Its potency is 
satisfactory if it contains not less than 
90 percent of the number of milligrams 
per milliliter that it is represented to 
contain. 

(b) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using the 
undiluted drug. 


§ 141b.l33 Streptomycin-polymyxin in 
gel; dihydrostreptomycin-polymyxin 
in gel. 

(a) Potency — (1) Streptomycin con¬ 
tent. Using a representative portion 
of the sample blended for 2 minutes 
in from 100 milliliters to 500 milliliters of 
distilled water, proceed as directed in 
§ 141b.l01 (a) through (i), inclusive. Its 
content of streptomycin is satisfactory ii 
it is not less than 85 percent of the num¬ 
ber of milligrams that it is represented to 
contain. 

(2) Dihydrostreptomycin content 
Using the dihydrostreptomycin working 
standard as the standard of comparison, 
proceed as directed in subparagraph (1) 
of this paragraph. Its content of di¬ 
hydrostreptomycin is satisfactory if it is 
not less than 85 percent of the number of 
milligrams that it is represented to 
contain. 


(i) 
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(a) Potency —( 1 ) Streptomycin con.l 
tent. Proceed as directed in § I4ib ini I 
(a) through (i). its content of strepto- 
my cm is satisfactory if it contains not 
less than 85 percent of the number of 
milligrams per gram that it is repre- 
sented to contain. 

( 2 ) Dihydrostreptomycin content I 
Proceed as directed in subparagraph ( 1 ) 1 
of this paragraph, using the dihydro-1 
streptomycin working standard as the 
standard of comparison. Its content of 
dihydrostreptomycin is satisfactory if it I 
contains not less than 85 percent of the 
number of milligrams per gram that it I 
is represented to contain. 

(3) Neomycin content. Proceed as 
directed in § 141e.410 (b) (1) of this 
chapter. Its content of neomycin is I 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
per gram that it is represented to 
contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 
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I Polvmyxin content. Proceed as 
Lcted in §141b.ll2 (b) (1), with the 

fieu 6 of°the directions for the 
Juration of the sample as directed in 
rfu 112 (b) (1) <vii), prepare the sam- 
ioc’ follows: To a representative por- 
r the sample add 1 milliliter of poly¬ 
hate 80 and sufficient potassium phos- 
hate buffer, pH 6.0 (containing 2 grams 
ficHPO* and 8 grams of KH2PO4 in 
ErhlOO milliliters), to give a volume of 
U 100 milliliters to 500 milliliters. 
jL f or not less than 10 minutes or 
id in a high-speed blender for 2 min- 
mk and then make the appropriate di- 
Itions in 10 percent potassium 
Thosphate buffer, pH 6.0, to give a con¬ 
ation of 10 units per milliliter 

■estimated). 

|(ii) The standard curve is prepared 
l the following concentrations: 6.4, 

[0 10.0, 12.5, and 15.6 units per milli- 
*r in 10 percent potassium phosphate 
■offer pH 6.0. The 10 units per milliliter 
Cncentration is used as the reference 
hint. 

a content of polymyxin is satisfactory 
[fitcontains not less than 85 percent of 
L number of units it is represented to 
[ont&in. 

f(b) pH. Using the undiluted drug, 
jeed as directed in § 141a.5 (b) of this 
jhapter. 

1 141h. 134 Streptomycin sulfate-dihy¬ 
drostreptomycin sulfate powder oral 
veterinary. 

J (a) Potency—( 1) Total potency. 
ising the dihydrostreptomycin working 
Standard as the standard of comparison, 
proceed as directed in § 141b.101 (j). Its 
Total potency is satisfactory if it con- 
bins not less than 90 percent of the 
Combined number of milligrams of 
Streptomycin and dihydrostreptomycin 
]hat it is represented to contain. 

(2) Streptomycin content. Proceed as 
Jirected in § 141b.ll8 (b). Its content of 
[streptomycin is satisfactory if it contains 
Inot less than 45 percent and not more 
[than 55 percent of the total potency as 
Idetermined under subparagraph (1) of 
■this paragraph. 

| (b) Moisture. Using a 1-gram sample, 
proceed as directed in § 141a.5 (a) of this 
|chapter. 

5141b. 135 Streptomycin and para- 
aminobenzoic acid powder for in¬ 
halation therapy; dihydrostreptomy¬ 
cin and paraaminobenzoic acid pow¬ 
der for inhalation therapy. 

(a) Potency —(1) Streptomycin con- 
I tent. Proceed as directed in § 141b.ll7 
1(a)(1). its content of streptomycin is 
■satisfactory if it contains not less than 
1 95 percent of the number of milligrams 
I that it is represented to contain. 

(2) Dihydrostreptomycin content . 
[Proceed as directed in § 141b.ll7 (a) (2). 
[Its content of dihydrostreptomycin is 
| satisfactory if it contains not less than 95 
I Percent of the number of milligrams that 
I it is represented to contain. 

I (b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter, except if it 
is packaged with inert gases proceed as 
| directed in § 141b.ll7 (c). 
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§ 141b. 136 Streptomycin-polymyxin tab¬ 
lets ; dihydrostreptomycin-polymyxin 
tablets. 

(a) Potency —(1) Streptomycin con¬ 
tent. Using 12 tablets, proceed as di¬ 
rected in § 141b.l09(a) (1). Its content of 
streptomycin is satisfactory if it con¬ 
tains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(2) Dihydrostreptomycin content. 
Using the dihydrostreptomycin working 
standard as the standard of comparison, 
proceed as directed in subparagraph 
(1) of this paragraph. Its content of di¬ 
hydrostreptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(3) Polymyxin content. Using 12 tab¬ 
lets, proceed as directed in § 141b. 112(b) 
(1). Its content of polymyxin is satis¬ 
factory if it contains not less than 85 
percent of the number of units that it is 
represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(c) Disintegration time. Proceed as 
directed in § 141a.9(c) of this chapter. 

§ 141b. 137 Streptomycin-neomycin for 
inhalation therapy veterinary; di¬ 
hydrostreptomycin-neomycin for in¬ 
halation therapy veterinary. 

(a) Potency —(1) Streptomycin con¬ 
tent. Proceed as directed in § 141b.l01, 
except paragraph (j) of that section. Its 
content of streptomycin is satisfactory 
if it contains not less than 85 percent of 
the number of milligrams that it is rep¬ 
resented to contain. 

(2) Dihydrostreptomycin content. 
Proceed as directed in subparagraph (1) 
of this paragraph, using the dihydro¬ 
streptomycin working standard as the 
standard of comparison. Its content of 
dihydrostreptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(3) Neomycin content. Proceed as di¬ 
rected in § 141b.131(a) (3) or § 141C.242 
(a)(2) of this chapter. Its content of 
neomycin is satisfactory if it contains 
not less than 85 percent of the number 
of milligrams that it is represented to 
contain. 

(b) Moisture. Proceed as directed in 
§ 141a.8(b) of this chapter. 

§ 141b. 138 Diliydrostreptomycin-neomy- 
cin-polymyxin areosol solution veter¬ 
inary. 

(a) Potency. (1) Using a separate 
graduate for each container to be tested, 
eject the drug as directed in its labeling. 
Measure the volume of each dose until 
the total contents are expelled. Remove 
appropriate aliquots and proceed as 
follows: 

(i) Dihydrostreptomycin content. 
Using the dihydrostreptomycin working 
standard as the standard of comparison, 
proceed as directed in § 141b.101 (a) 
through (i). Its content of dihydro¬ 
streptomycin is satisfactory if it contains 
not less than 85 percent of the number 
of milligrams that it is represented to 
contain. 


(ii) Neomycin content. Proceed as di¬ 
rected in § 141a.65(a) (4) (ii) of this 
chapter, except omit the extraction pro¬ 
cedure. Its content of neomycin is satis¬ 
factory if it contains not less than 85 
percent of the number of milligrams that 
it is represented to contain. 

(iii) Polymyxin content. Proceed as 
directed in § 141e.421(a) (3) of this chap¬ 
ter. Its content of polymyxin is satis¬ 
factory if it contains not less than 85 
percent of the number of units that it is 
represented to contain. 

(b) pH. Using the undiluted solution, 
proceed as directed in § 141a.5(b) of this 
chapter. 


PART 141c—CHLORTETRACYCLINE 
(OR TETRACYCLINE) AND CHLOR¬ 
TETRACYCLINE- (OR TETRACY¬ 
CLINE-) CONTAINING DRUGS; 
TESTS AND METHODS OF ASSAY 
Sec. 

141C.201 Chlortetracycline hydrochloride. 

141C.202 Chlortetracycline hydrochloride 
ointment, chlortetracycline cal¬ 
cium ointment, chlortetracy¬ 
cline calcium cream; tetracycline 
hydrochloride ointment (tetra¬ 
cycline hydrochloride in oil sus¬ 
pension); tetracycline oint¬ 
ment (tetracycline cream). 

141C.203 Chlortetracycline troches; tetra¬ 
cycline hydrochloride troches. 

141C.204 Chlortetracycline hydrochloride 
capsules; tetracycline hydro¬ 
chloride capsules; tetracycline 
capsules; tetracycline phosphate 
complex capsules. 

141C.205 Chloretracycline powder (chlortet¬ 
racycline hydrochloride powder); 
tetracycline hydrochloride pow¬ 
der; tetracycline powder. 

141C.206 Chlortetracycline ophthalmic; 

tetracycline hydrochloride oph¬ 
thalmic. 

141C.207 Chlortetracycline tablets (chlor¬ 
tetracycline hydrochloride tab¬ 
lets) ; tetracycline hydrochloride 
tablets; tetracycline tablets. 

141C.208 Chlortetracycline otic; tetracycline 
hydrochloride otic. 

141C.209 Chlortetracycline dental cones. 

141C.210 Chlortetracycline dental paste. 

141C.211 Chlortetracycline surgical powder 
(chlortetracycline hydrochloride 
surgical powder); tetracycline 
hydrochloride surgical powder. 

141C.212 Chlortetracycline suppositories 
(chlortetracycline hydrochloride 
suppositories); tetracycline hy¬ 
drochloride suppositories. 

141C.213 Chlortetracycline gauze packing. 

141C.214 Chlortetracycline dressing. 

141C.215 Chlortetracycline with vasocon¬ 
strictor. 

141C.216 Tetracycline hydrochloride-olean¬ 
domycin ointment. 

141C.217 Chlortetracycline calcium syrup 
(chlortetracycline calcium oral 
drops); tetracycline syrup (tetra¬ 
cycline oral drops); tetracycline 
magnesium syrup (tetracycline 
magnesium oral drops). 

141C.218 Tetracycline hydrochloride. 

141C.219 Crude chlortetracycline oral vet¬ 
erinary. 

141C.220 Tetracycline. 

141C.221 Tetracycline hydrochloride for in¬ 
tramuscular use; tetracycline 
phosphate complex for intra¬ 
muscular use. 
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Sec. 

141C.222 


141C.223 


141c.224 

141C.225 
141c.226 
141C.227 

141c.228 
141C.229 

141C.230 

141c.231 

141C.232 

141C.233 

141C.234 

141C.236 

141C.236 

141C.237 

141c.238 
141C.239 
141c.240 

141C.241 

141C.242 

141C.243 

141c.244 
141C.245 


Tetracycline hydrochloride oral 
suspension (tetracycline hydro¬ 
chloride homogenized mixture); 
tetracycline phosphate complex 
oral suspension (tetracycline 
phosphate complex oral drops); 
tetracycline hydrochloride oral 
solution; tetracycline calcium 
oral suspension; tetracycline oral 
suspension. 

Chlortetracycline-neomycin-strep- 
tomycin-penicillin ointment; 
chlortetracycline-neomycin - di¬ 
hydrostreptomycin - penicillin 
ointment; tetracycline hydro¬ 
chloride - neomycin - strepto¬ 
mycin-penicillin ointment; tet¬ 
racycline hydrochloride-neomy¬ 
cin-dihydrostreptomycin - peni¬ 
cillin ointment. 

Tetracycline hydrochloride-nysta¬ 
tin capsules; tetracycline phos¬ 
phate complex-nystatin cap¬ 
sules. 

Tetracycline hydrochloride-nysta¬ 
tin tablets. 

Tetracycline and vasoconstrictor 
suspension. 

Chlortetracycline spray dressing 
(chlortetracycline hydrochloride 
spray dressing). 

Tetracycline hydrochloride-neo¬ 
mycin tablets. 

Tetracycline-nystatin oral suspen¬ 
sion; tetracycline phosphate 
complex-nystatin oral suspen¬ 
sion (tetracycline phosphate 
complex-nystatin oral drops). 
Chlortetracycline hydrochloride 
powder topical; tetracycline hy¬ 
drochloride powder topical. 
Capsules tetracycline and oleando¬ 
mycin phosphate; capsules 
tetracycline and triacetylolean- 
domycin; capsules tetracycline 
hydrochloride and oleandomycin 
phosphate; capsules tetracycline 
hydrochloride and triacetylo- 
leandomycin. 

Tetracycline phosphate complex. 
Tetracycline-oleandomycin phos¬ 
phate for oral suspension. 
Capsules tetracycline hydrochlo¬ 
ride and novobiocin; capsules 
tetracycline phosphate complex 
and novobiocin. 

Tetracycline hydrochloride-oleand¬ 
omycin phosphate for aqueous 
injection. 

Tetracycline-nystatin for oral sus¬ 
pension. 

Chlortetracycline-neomycin-strep- 
tomycin ointment; chlortetracy¬ 
cline - neomycin - dihydrostrepto¬ 
mycin ointment; tetracycline hy¬ 
drochloride - neomycin - strepto¬ 
mycin ointment; tetracycline hy¬ 
drochloride - neomycin - dihydro¬ 
streptomycin ointment. 

Tablets tetracycline hydrochloride 
and novobiocin. 

Tetracycline-novobiocin for oral 
suspension. 

Tetracycline - triacetyloleandomy- 
cin syrup (tetracycline-triace- 
tyloleandomycin oral drops; tet- 
racyclinetriacetylo leandomycin 
homogenized mixture); potency. 
Chlortetracycline seed. 
Tetracycline-neomycin complex 
powder topical; tetracycline hy¬ 
drochloride - neomycin sulfate 
powder topical. 

Capsules tetracycline hydrochlo¬ 
ride - trlacetyloleandomycin-ny- 

statin. 

Tetracycline hydrochloride-neo¬ 
mycin spray ointment topical. 
Tetracycline-triacetyloleandomycin 
for oral suspension. 


Sec. 

141C.246 Tetracycline hydrochloride-neomy¬ 
cin in oil suspension. 

141C.247 Chlortetracycline hydrochloride 
impregnated surgical silk. 
141c.248 Rolitetracycline. 

141c .249 Rolitetracycline for intravenous 
use. 

141c.250 Rolitetracycline for intramuscu¬ 
lar use. 

141C.251 Demethylchloretracycline hydro¬ 
chloride. 

141c.252 Capsules demethylchlortetracycline 
hydrochloride. 

141c.253 Demethylchlortetracycline. 

141c.254 Demethylchlortetracycline for oral 
suspension. 

141C.255 Demethylchlortetracycline syrup 
(demethylchlortetracycline oral 
drops). 

141c.256 Chlortetracycline hydrochloride in 
oil oral veterinary. 

141C.257 Tetracycline-amphotericin B for 
oral syrup; tetracycline-ampho¬ 
tericin B for oral drops. 

141C.258 Demethylchlortetracycline hydro¬ 
chloride ointment. 

141C.259 Demethychlortetracycline hydro¬ 
chloride - nystatin capsules. 
141c.260 Capsules tetracycline phosphate 
complex-amphotericin B. 

141c.261 Tetracycline-novobiocin oral sus¬ 
pension (tetracycline-novobiocin 
oral drops; tetracycline-novobi¬ 
ocin syrup). 

141c.262 Tetracycline-amphotericin B syr¬ 
up; tetracycline-amphotericin B 
oral drops. 

141C.263 Demethylchlotetracycline - nysta¬ 
tin for oral suspension. 

Authority: §§ 141c.201 to 141c.263 issued 
under sec. 507, 59 Stat. 463, as amended; 21 
U.S.C. 357. 

§ 141c.201 Chlortetracycline hydrochlo¬ 
ride. 

(a) Potency —(1) Cylinders (cups). 
Use cylinders described in § 141a.l(a) of 
this chapter. 

(2) Culture media. Use the medium 
described in § 141a.l(b) (2) of this chap¬ 
ter for the seed layer and the base layer, 
except that the pH is adjusted to 5.8-6.0 
after sterilization. 

(3) Working standard. Accurately 
weigh a suitable quantity of the chlor¬ 
tetracycline hydrochloride working 
standard and dissolve in 0.01 N HC1 to 
make an appropriate stock solution. 
Keep in a glass-stoppered flask and store 
in the refrigerator for not more than 1 
week. 

(4) Preparation of sample. Dissolve 
the sample to be tested in 0.01 N HC1 
to make an appropriate stock solution. 
Make the final dilution in 1 percent 
phosphate buffer, pH 4.5, to contain 0.10 
microgram per milliliter (estimated). 

(5) Preparation of suspension. The 
test organism is Bacillus cereus var. 
mycoides (ATCC 11778). Maintain the 
test organism on slants of nutrient agar 
prepared as described in § 141a.l(b) (1) 
of this chapter and transfer to fresh agar 
slants once a month, incubating over¬ 
night at 30° C. Streak several slants 
heavily with the test organism and in¬ 
cubate overnight at 30° C. Wash off the 
growth with approximately 5 milliliters 
of sterile distilled water onto the surface 
of a Roux bottle containing 300 milliliters 
of the nutrient agar. Spread the suspen¬ 
sion over the entire agar surface with the 
aid of sterile glass beads. Incubate for 1 
week at 30° C. Using 25 to 50 milliliters 


of sterile distilled water, wash the n, 
from the agar surface into a 
stoppered Erlenmeyer flask. Heat 
this suspension for 30 minutes at fis 
Wash three times with sterile disf 
water, centrifuging between each iL 
ing and then heat-shock for 30 mC 
at 65° C. Resuspend in sterile distil 
water and maintain in a refrigerai 
This spore suspension may be keDt fi 
1 month. Determine the percent 
spore suspension that gives clear sha 
zones of adequate size after incubati 
with 0.10 microgram per milliliter of ti 
test standard. Add the approprial 
amount of the spore suspension to eai 
100 milliliters of the agar used for thl 
seed layer, which has been melted anl 
cooled to 48° C. ® 

(6) Preparation of plates. Add 21 r 
liliters of the agar prepared as in suto 
paragraph (2) of this paragraph to < 
Petri dish (20 millimeters x 100 millij 
meters). Distribute the agar evenly J 
the plates and allow it to harden. Us3 
the plates the same day they are prel 
pared. Add 4.0 milliliters of the inocul 
lum as prepared in subparagraph (5) 0 3 
this paragraph to each plate, tilting the! 
plates back and forth to spread thd 
inoculated agar evenly over the surface] 
Use porcelain covers glazed on the < 
side. 

(7) Assay. Place six cylinders on thd 
inoculated agar surface so that they ard 
at approximately 60° intervals on a ! 
centimeter radius. Use three plates fori 
each sample. Fill three cylinders on| 
each plate with the 0.10 microgram i 
milliliter standard and three cylinder^ 
with the 0.10 microgram per milliliter! 
(estimated) sample, alternating standJ 
ard and sample. At the same time pre¬ 
pare a standard curve using concentra-| 
tions of the standard of 0.064, 0.080,0.11 
0.125, and 0.156 microgram per milliliter] 
in phosphate buffer, pH 4.5. A total of] 
12 plates are used in the preparation c 
this standard curve, three plates for each| 
solution, except the 0.10 microgram ] 
milliliter solution. The latter concentra-] 
tion is used as the reference point and ii 
included on each plate. On each of thr« 
plates fill three cylinders with the 
microgram per milliliter standard 
the other three cylinders with the con¬ 
centration of the standard under 
Thus, there will be thirty-six 0.10 micro¬ 
gram determinations and nine determi¬ 
nations for each of the other points on 
the curve. Incubate the plates for 16 to 18 
hours at 30° C. and measure the diameter 
of each circle of inhibition. Average the 
readings of the 0.10 microgram per milli¬ 
liter concentration and the readings of 
the point tested for each set of three 
plates and average also all 36 readings of 
the 0.10 microgram per milliliter con¬ 
centration. The average of the 36 read¬ 
ings of the 0.10 microgram per milliliter 
concentration is the correction point for 
the curve. Correct the average value ob¬ 
tained for each point to the figure it 
would be if the 0.10 microgram per mil¬ 
liliter reading for that set of three plates 
were the same as the correction point. 
Thus, if in correcting the 0.08 microgram 
per milliliter concentration the average 
of the 36 readings of the 0.10 microgram 
per milliliter concentration is 18.0 mil¬ 
limeters and the average of the 0.10 
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am per milliliter concentration 
17 this set of three plates is 17.8 
" neters, the correction is +0.2 mil- 
ter if the average reading of the 
R microgram per milliliter concentra- 
J X those same three plates in 17.0 
Enimeters the corrected value is then 
RTmillimeters. Plot these corrected 
niues including the average of the 0.10 
Program per milliliter concentration 
Tone-cycle semilog paper, using the 
Eventration in micrograms per mil- 
mter as the ordinate (the logarithmic 
ile) and the diameter of the zone of 
ihibition as the abscissa. Construct the 
■nest straight line through the points, 
leither by inspection or by means of the 
[following equations: 

_ 3a+2b+c —e 

L= g . 


3e + 2 d+c—a 

H- g . 


Iwliero: 


I =: calculated zone diameter for the low¬ 
est concentration of the standard 

curve. 

fl= calculated zone diameter for the high- 
~ est concentration of the standard 

curve. 

c= average value of 36 zone diameters of 
the 0.1 microgram per milliliter 

standards. 

a, b, d, e- corrected zone diameters for 
the 0.064, 0.080, 0.125, and 0.156 mi¬ 
crogram per milliliter standard 
solutions, respectively. 

|piot the value obtained for L and H and 
connect the points with a straight line. 
Use three plates for each sample. Pill 
Ithree cylinders on each plate with the 
standard 0.10 microgram per milliliter 
solution and three cylinders on each 
plate with the 0.10 microgram per milli- 
lliter (estimated) sample, alternating 

ndard and sample. Incubate all 
[plates, including those containing the 
standard curve, at 30° C. overnight, and 
measure the diameter of each circle of 
inhibition. To estimate the potency of 
the sample, average the zone readings 
of the standard and the zone readings of 
the sample on the three plates used. If 
I the sample gives a larger zone size than 
the average of the standard, add the 
difference between them to the 0.10 mi¬ 
crogram per milliliter zone on the stand- 
I ard curve. If the average sample value is 
[lower than the standard value, subtract 
the difference between them from the 
0.10 microgram per milliliter value on the 
curve. Prom the standard curve, read 
the potencies corresponding to these cor¬ 
rected values of zone sizes. 

(8) Turbidimetric assay. In lieu of 
the plate-assay method described above, 
the sample may be assayed for potency 
by the following turbidimetric method: 

(i) Test culture and media. The test 
organism is Staphylococcus aureus 
(ATCC 6538-P). Prepare a Roux bottle 
suspension of this organism as described 
to §141a.l(e) of this chapter. This 
suspension may be used for 2 weeks if 
stored in the refrigerator. Prepare the 
daily inoculum by adding 10 to 20 milli¬ 
ners of the standardized suspension 
dilution to each liter of broth prepared 
** in § 141a.l(b) (3) of this chapter. 

(ii) 'Working standard. Prepare a 
stock solution by dissolving an appro¬ 
priate aliquot of the standard in suffi¬ 


cient 0.01 N HC1 to give a concentration 
of 1,000 micrograms per milliliter. Keep 
in a glass-stoppered flask and store in 
the refrigerator for not more than 1 
week. Prepare solutions for the daily 
standard curve by diluting an aliquot 
of the stock solution in 0.1 M phosphate 
buffer, pH 4.5, to the following concen¬ 
trations: 0.036, 0.047, 0.060, 0.077, and 
0.099 microgram per milliliter. Place 1 
milliliter of each concentration in each 
of three replicate tubes 16 millimeters x 
125 millimeters (outside dimension). To 
each tube, add 9 milliliters of inoculated 
broth described in subdivision (i) of this 
subparagraph and place immediately in 
a water bath at 37° C. for 3 to 4 hours. 
Remove the tubes and add 0.5 milli¬ 
liter of a 12 percent solution of formalde¬ 
hyde to each tube. 

(iii) Preparation of sample. Prepare 
an appropriate stock solution of the 
sample in 0.01 N HC1. Dilute further in 
pH 4.5 buffer to a final estimated con¬ 
centration of 0.06 microgram per milli¬ 
liter. Add 1 milliliter of this final 
concentration to each of three replicate 
tubes and proceed as described for the 
standard solution tubes in subdivision 
(ii) of this subparagraph. After incu¬ 
bation and the addition of formalde¬ 
hyde to all tubes, including standard 
and sample tubes, read the absorbance 
values in a suitable photoelectric color¬ 
imeter, using a wavelength of 530 mp. 
Set the instrument at zero absorbance 
with clear, uninoculated broth prepared 
as described in § 141a.l(b) (3). 

(iv) Estimation of potency. Plot the 
average absorbance values for each con¬ 
centration of the standard on one-cycle 
semilogarithmic graph paper with ab¬ 
sorbance values on the arithmetic scale 
and concentrations on the logarithmic 
scale. Construct the best straight line 
through the points either by inspection 
or by means of the equations described 
in § 141c.231(a) (1) (v). Average the ab¬ 
sorbance values for the sample and read 
the chlortetracycline concentration from 
the standard curve. Multiply the con¬ 
centration by appropriate dilution fac¬ 
tors to obtain the chlortetracycline 
content of the sample. 

(9) Chlortetracycline content. Its 
potency is satisfactory if the immediate 
containers contain 85 percent of the 
number of grams they are represented to 
contain. 

(b) Sterility. Using 40 milligrams 
from each container tested, proceed as 
directed in § 141a.2 of this chapter, ex¬ 
cept that neither penicillinase nor the 
control tube is used in the test for 
bacteria. 

(c) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, using as a test 
dose 0.5 milliliter of an aqueous solution 
containing 2 milligrams per milliliter, 
except if it is intended for use solely in 
the manufacture of a veterinary drug 
for nonpar enteral use, use a test dose of 
0.4 milliliter of such solution. 

(d) Pyrogens. Proceed as directed in 
§ 141a.3 of this chapter, using a test dose 
of 1.0 milliliter per kilogram of an 
aqueous solution containing 5 milligrams 
per milliliter. 

(e) Histamine. Proceed as directed in 
§ 141b.105 of this chapter, using as a test 


dose 0.6 milliliter per kilogram of a solu¬ 
tion containing 5 milligrams per milli¬ 
liter prepared with the diluent recom¬ 
mended by the manufacturer in his 
labeling for the drug. 

(f) Moisture. Proceed as directed in 
§ 141a.5(a) or § 141a.26(e) of this 
chapter. 

(g) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using an 
aqueous solution containing 10 milli¬ 
grams per milliliter. 

(h) Microscopical test for crystallinity. 
Proceed as directed in § 141a.5(c) of this 
chapter. 

§ 141c.202 Chlortefracycline hydi'oclilo- 
ride ointment, chlortetracycline cal¬ 
cium ointment, chlortetracycline cal¬ 
cium cream; tetracycline hydrochlo¬ 
ride ointment (tetracycline hydro¬ 
chloride in oil suspension) ; tetracy¬ 
cline ointment (tetracycline cream). 

(a) Potency. If it is tetracycline 
hydrochloride ointment or tetracycline 
ointment, proceed as directed in § 141c.- 
218(a), and if it is chlortetracycline oint¬ 
ment proceed as directed in § 141c.201 
(a), except § 141c.201(a) (10), and in lieu 
of the directions in § 141c.201(a) (4) and 
(8) (iii) prepare the sample as follows: 
Place a representative portion of the 
sample (usually approximately 1.0 gram, 
accurately weighed) in a separatory 
funnel containing approximately 50 mil¬ 
liliters of peroxide-free ether. Shake 
ointment and ether until homogeneous. 
Shake with a 25-milliliter portion of 
0.0 IN HC1. Remove the acid layer and 
repeat the extraction with three 25-mil¬ 
liliter quantities of 0.0 IN HC1. Combine 
the extracts and make the proper esti¬ 
mated dilutions in 0.1 M monopotassium 
phosphate buffer, pH 4.5. The sample 
may also be prepared by placing a repre¬ 
sentative portion of the sample (usually 
1.0 gram, accurately weighed) in a glass 
blending jar containing 200 milliliters of 
0.0IN HC1. Using a high-speed blender, 
blend the mixture for approximately 3 
minutes and make proper estimated dilu¬ 
tions in 0.1 M monopotassium phosphate 
buffer, pH 4.5. The potency is satisfac¬ 
tory if it contains not less than 85 per¬ 
cent of the number of milligrams that 
it is represented to contain. 

(b) Moisture. Proceed as directed in 
$ 141a.8 (b) of this chapter. 

§ 141c.203 Chlortetracycline troches; 
tetracycline hydrochloride troches. 

(a) Potency. If it is tetracycline hy¬ 
drochloride proceed as directed in § 141c.- 
218(a), and if it is chlortetracycline hy¬ 
drochloride troches proceed as directed 
in § 141c.201(a), except § 141c.201 (a) 
(10), and in lieu of the directions in 
§ 141c.201(a) (4) and (8) (iii) prepare 
the sample as follows: Place 12 troches 
in a glass blending jar containing 500 
milliliters of 0.01 N HC1. Using a high¬ 
speed blender, blend for 3 to 5 minutes 
and then make the proper estimated 
dilutions in the buffer solution. The 
average potency of the troches is satis¬ 
factory if they contain not less than 
85 percent of the number of milligrams 
they are represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 
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§ 141c.204 Chlortetracycline hydrochlo¬ 
ride capsules; tetracycline hydrochlo¬ 
ride capsules; tetracycline capsules; 
tetracycline phosphate complex cap¬ 
sules. 


(a) Potency. Using 3 capsules of 250 
milligrams or 5 capsules of 50 milligrams 
or 100 milligrams and 500 milliliters of 
0.01 N HC1 in the blender, proceed as di¬ 
rected in § 141c.203(a) if it is chlortetra- 
cycline. If it is tetracycline hydrochlo¬ 
ride, tetracycline, or tetracycline phos¬ 
phate complex, use 500 milliliters of 0.1 
N HC1, and proceed as directed in 
§ 141c.218(a). If it contains vegetable 
oils, use 1 milliliter of polysorbate 80 and 
sufficient solvent to give 500 milliliters. 
The average potency of the drug is satis¬ 
factory if it contains not less than 85 
percent of the number of milligrams that 
it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5(a) or § 141a.26(e) of this chap¬ 
ter. 


(a) Potency. Using a 3.0-gram sam¬ 
ple or the entire contents of the immedi¬ 
ate container for each determination, 
proceed as directed in § 141c.218(a), if it 
is chlortetracycline powder. If it is tet¬ 
racycline powder, blend a 3.0-gram sam¬ 
ple as directed in § 141c.203(a), or recon¬ 
stitute in the immediate container as 
directed in the labeling of the drug. 
Transfer an appropriate aliquot of 1.0 
milliliter to 5.0 milliliters to a 100-milli¬ 
liter volumetric flask and make to mark 
with 0.1 N HC1. Withdraw an aliquot 
from the volumetric flask and dilute to 
0.24 microgram per milliliter, using M/10 
phosphate buffer at pH 4.5 and proceed 
as directed in § 141c.218(a). The aver¬ 
age potency of the powder is satisfactory 
if it contains not less than 85 percent of 
the number of milligrams of chlortet¬ 
racycline or tetracycline hydrochloride 
or tetracycline per gram or per immedi¬ 
ate container that it is represented to 
contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 


§ 141c.206 Chlortetracycline ophthal¬ 
mic; tetracycline hydrochloride oph¬ 


thalmic. 


(a) Potency. If it is tetracycline 
hydrochloride ophthalmic, proceed as 
directed in § 141c.218 (a); if it is chlor¬ 
tetracycline ophthalmic, proceed as di¬ 
rected in § 141C.201 (a). Its potency is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
that it is represented to contain. 

(b) Moisture . Proceed as directed in 
§ 141a.5 (a) of this chapter. 

(c) Sterility. Proceed as directed in 
§ 14la.2 of this chapter except that: 

(1) Do not use penicillinase or the 
control tube in the test for bacteria. 

(2) In lieu of the last sentence of 
§ 141a.2 (b) of this chapter, the batch 
meets the requirements of the test for 
bacteria if no tube shows growth. 

(3) In lieu of the last sentence of 
§ 141a.2 (c) of this chapter, the batch 
meets the requirements of the test for 


molds and yeasts if no tube shows 
growth. 

(d) pH. Proceed as directed in § 141a.5 
(b) of this chapter, using a solution pre¬ 
pared as directed in the labeling of the 
drug. 


§ 141c.207 Chlortetracycline tablets 
(chlortetracycline hydrochloride tab¬ 
lets) ; tetracycline hydrochloride tab¬ 
lets ; tetracycline tablets. 


(a) Potency. Proceed as directed in 
§ 141c.204(a). The average potency of 
the drug is satisfactory if it contains 
not less than 85 percent of the number 
of milligrams it is represented to con¬ 
tain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) or § 141a.26 (e) of this 
chapter. 

(c) Disintegration time. Proceed as 
directed in § 141a.9(c) of this chapter. 


§ 141c.208 Chlortetracycline otic, tetra¬ 
cycline hydrochloride otic. 


§ 141c.205 Chlortetracycline powder 
(chlortetracycline hydrochloride 
powder) ; tetracycline hydrochloride 
powder; tetracycline powder. 


(a) Potency. If it is chlortetracycline 
proceed as directed in § 141c.201(a), and 
if it is tetracycline hydrochloride pro¬ 
ceed as directed in § 141c.218 (a). 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 


§ 141c.209 
cones. 


Chlortetracycline dental 


(a) Potency. Proceed as directed in 
§ 141c.203(a). The average potency of 
the cone is satisfactory if it contains not 
less than 85 percent of the number of 
milligrams it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 


§ 141c.210 
paste. 


Chlortetracycline dental 


(a) Potency. Proceed as directed in 

§ 141c.203 (a), using an accurately 

weighed sample of approximately 2.0 
grams and blend in 200 milliliters of 0.01 
N HC1. The potency of chlortetracy¬ 
cline dental paste is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams it is represented 
to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.8 (b) of this chapter. 


§ 141c.211 Chlortetracycline surgical 
powder (chlortetracycline hydro¬ 
chloride surgical powder); tetracy¬ 
cline hydrochloride surgical powder. 


(a) Potency—{ 1) Dry powder. If it is 
chlortetracycline, proceed as directed in 
§ 141c.201(a), and if it is tetracycline 
hydrochloride proceed as directed in 
§ 141c.218(a). The potency is satisfac¬ 
tory if it contains not less than 85 per¬ 
cent of the number of milligrams of 
chlortetracycline hydrochloride or tetra¬ 
cycline hydrochloride that it is repre¬ 
sented to contain. 

(2) Powder packaged with inert gases. 
Proceed as directed in § 141c.230 (a) (2). 
The potency is satisfactory if it contains 
not less than 85 percent of the number 
of milligrams of chlortetracycline hydro¬ 
chloride or tetracycline hydrochloride 
that it is represented to contain. 

(b) Sterility. Use approximately 40 
milligrams from each container, except 
that if it is packaged with inert gases, 
thoroughly cleanse the valve (do not 


flame) of each container to bo w 
with a suitable disinfectant and car! 
fully spray approximately 40 million 
into each tube. Proceed as direS 
§ 141a.2 of this chapter, except^ 
neither penicillinase nor the control S3 
is used. 

(c) Moisture. Proceed as directed « 
§ 141a.5 (a) of this chapter excent tv 
if it is packaged with inert gasesproce^ 
as directed in § 141b.ll7 (c) ofTi 
chapter. tai 


§ 141c.212 Chlortetracycline supposij 
ries (chlortetracycline liydrochlorid 1 
suppositories); tetracycline hyd rt 
chloride suppositories. 


§ 141c.213 Chlortetracycline 
packing. 


gauze 


(a) Potency. If they are tetracyclin 
hydrochloride suppositories, proceed 
directed in § 141c.218(a); and if they ari 
chlortetracycline suppositories, proceed 
as directed in § 141c.201(a), except subl 
paragraph (10) of that paragraph, anj 
in lieu of the directions in subparal 
graphs (4) and (8) (iii) of § 141c.201(a| 
prepare the sample as follows: PlacT 
three suppositories into a separators 
funnel containing approximately 50 mill 
liliters of peroxide-free ether. Shakl 
the suppositories and ether until homo, 
geneous. Shake with a 50-millileteu 
portion of 0.01 N HC1. Remove thl 
aqueous layer and repeat the extraction 
with three 50-milliliter quantities of 0.01 
N HC1. Combine the extractives ana 
centrifuge an aliquot at 2,000 r.p.m. fol 
5 minutes. Remove an aliquot of thl 
supernatant and make the proper estif 
mated dilutions in the buffer solution! 
The average potency of the suppositorj 
is satisfactory if it contains not less, 
than 85 percent of the number of millil 
grams of chlortetracycline or tetracyj 
cline hydrochloride that it is represented 
to contain. 

(b) Moisture. Proceed as directed iq 
§ 141a.8(b) of this chapter. 


(a) Potency. Using three packing^ 
obtain the average weight and averag 
linear length per packing. Assay threi 
packings by dissolving each in 500 milli¬ 
liters of 0.1 N HC1 and allow to soa 
with frequent agitation for not less 
than 2 hours. Use aliquots of these solu¬ 
tions and proceed as directed in § 141c.- 
201(a). Calculate the average potency 
per gram and per linear foot. The aver¬ 
age potency of the gauze packing is sat- 1 
isfactory if it contains not less than 
percent of the number of milligrams per I 
gram and per linear foot it is represented | 
to contain. 

(b) Sterility. Using individual gauze I 
packings, proceed as directed in § 141a ; 2 [ 
of this chapter, except that neither peni¬ 
cillinase nor the control tube is used in | 
the test for bacteria. 

(c) Moisture. Proceed as directed in | 
§ 141a.5(fv) of this chapter. 


§ 141 c.214 Chlortetracycline dressing. 

(a) Potency. “ Using appropriate! 
volumes of peroxide-free ether and 0.011 
N HC1 and individual dressings, or if it is I 
a strip dressing an accurately weighed! 
representative portion of approximately I 
1.5 grams, proceed as directed in I 
§ 141c.202(a). 
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, M sterility. Using approximately 
fourth of each individual dressing 
^ proceed as directed in § 141a.2 of 
Chapter except that neither penicil- 
^ nor the control tube is used in the 

Proceed as directed in 
1418 . 8 (b) of this chapter. 
tl4lc.2l5 Chlortetracycline with vaso¬ 
constrictor. 

(a ) potency. Proceed as directed in 

I ^Moisture. Proceed as directed in 
■ 1418 . 5 (a) of this chapter. 

. j4i c .2l6 Tetracycline hydrochloride- 
oleandomycin ointment. 

(a) Potency— (1) Tetracycline hydro- 
•hloride content. Proceed as directed in 
Et 41 c .231 (a) (1). except prepare the 
ample as directed in § 141c.202(a). Its 
mntent of tetracycline hydrochloride is 
tisfactory if it contains not less than 
i percent of the number of milligrams 
per gram that it is represented to 
■contain. 

(2) Oleandomycin phosphate content. 
>roceed as directed in § 141c.231 (c) (1)» 
except prepare the sample as follows: 

Ipiace a representative sample (usually 

I I gram, accurately weighed) in a separa¬ 
tor funnel containing approximately 50 
lSilliliters of peroxide-free ether. Shake 

ointment and ether until homogeneous. 
Shake with a 25-milliliter portion of po- 
ssium phosphate buffer (pH 8.0). Re¬ 
move the buffer layer and repeat the 
I extraction with three 25-milliliter quan¬ 
tities of buffer. Combine the extractives 
1 make the proper estimated dilutions 
I in the buffer solution. The sample may 
lalso be prepared by placing an accurately 
I weighed sample of approximately 1.0 
Igram in a glass blending jar containing 
1 200 milliliters of the buffer solution. 
■Using a high-speed blender, blend the 
I mixture for approximately 3 minutes and 
■make proper estimated dilutions in the 
I buffer solution. Its content of oleando¬ 
mycin is satisfactory if it contains not 
I less than 85 percent of the number of 
I milligrams per gram that it is repre¬ 
sented to contain. 

(3) Oleandomycin base content. Pro¬ 
ceed as directed in § 141C.231 (c) (1), 
[except prepare the sample as follows: 
[Place an accurately weighed sample of 
I approximately 4.0 grams in a glass blend- 
I ing jar containing 100 milliliters of eth- 
I anol. Using a high-speed blender, blend 
1 the mixture for approximately 3 minutes. 

I Remove an appropriate aliquot and di- 
I lute to the reference concentration, using 

potassium phosphate buffer, pH 8 0. Its 
content of oleandomycin is satisfactory 
I if it contains not less than 85 percent of 
the number of milligrams per gram that 
I it is represented to contain. 

(b' Moisture. Proceed as directed in 
I § 141a.8 (b) of this chapter. 

(c) Oleandomycin base used in making 
I the ointment —(1) Potency. Dissolve the 
sample in sufficient ethanol to give a 
stock solution of 1,000 ^g. per milliliter 
(estimated). Remove an appropriate 
aliquot and dilute to the reference con- 
[ centration of 5.0 ^g. per milliliter (esti¬ 
mated), using potassium phosphate buf¬ 
fer, pH 8.0, and proceed as directed in 
§ 141C.231 (c) (1). 


(2) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, using as a test 
dose 0.5 milliliter of a saline solution 
containing 8.0 milligrams per milliliter 
prepared by dissolving 40 milligrams in 
2.0 milliliters of 0.1 N HC1 and diluting 
with the required amount of sterile nor¬ 
mal saline solution. 

(3) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

(4) pH. Proceed as directed in 
§ 141a.5 (b) of this chapter, using an 
aqueous suspension containing 100 milli¬ 
grams per milliliter. 

(5) Crystallinity. Proceed as directed 
in § 141a.5 (c) of this chapter. 

§ 141c.217 Chlortetracycline calcium 
syrup (chlortetracycline calcium oral 
drops); tetracycline syrup (tetracy¬ 
cline oral drops) ; tetracycline mag¬ 
nesium syrup (tetracycline mag¬ 
nesium oral drops). 

(a) Potency. If it is chlortetracycline 
calcium syrup, proceed as directed in 
§ 141c.201(a). If it is tetracycline syrup 
or tetracycline magnesium syrup, use a 
1-milliliter aliquot of the sample and 
proceed as directed in § 141c.205(a). 
Blend for 5 minutes and proceed as di¬ 
rected in § 141c.218(a). Its potency is 
satisfactory if it contains not less than 
85 percent of the equivalent number of 
milligrams of chlortetracycline or tetra¬ 
cycline hydrochloride per milliliter that 
it is represented to contain. 

(b) pH. Using the undiluted sample, 
proceed as directed in § 141a.5(b) of 
this chapter. 

(c) Toxicity (if it is chlortetracycline 
calcium syrup or tetracycline magnesium 
syrup). Administer orally, by means of 
cannula or other'suitable device, to each 
of 5 mice, within the weight range of 
18 grams to 25 grams, 0.5 milliliter con¬ 
taining 12.5 milligrams, except that if it 
contains analgesic substances or anti- 
histaminics, administer 0.5 milliliter 
containing 6.25 milligrams. Dilute the 
preparation with sterile distilled water, 
if necessary, to contain the quantity of 
drug per 0.5 milliliter. If no animal dies 
within 48 hours, the sample is nontoxic. 
If one or more animals die within 48 
hours, repeat the test with 5 unused mice 
weighing 20 grams (±0.5 gram) each; if 
all animals survive the repeat test, the 
sample is nontoxic. 

§ 141c.218 Tetracycline hydrochloride. 

(a) Potency. Use the tetracycline 
hydrochloride working standard as the 


standard of comparison, and proceed as 
directed in § 141c.201(a), except: 

(1) Use 0.1 N HC1 instead of 0.01 N 
HC1 for the preparation of the standard 
stock solution and the sample stock 
solution. 

(2) In the cylinder-plate assay: 

(i) Further dilute the samples in 0.1 
M phosphate buffer, pH 4.5, to an esti¬ 
mated final concentration of 1.0 micro¬ 
gram per milliliter instead of 0.10 micro¬ 
gram per milliliter; and 

(ii) The final concentrations for the 
standard curve are 0.64, 0.8, 1.0, 1.25, 
and 1.56 micrograms per milliliter. 

(3) In the turbidimetric assay: 

(i) Further dilute the samples in 0.1 
M phosphate buffer, pH 4.5, to an esti¬ 
mated final concentration of 0.24 micro¬ 
gram per milliliter instead of 0.06 micro- 

. gram per milliliter; and 

(ii) The final concentrations for the 
standard curve are 0.146, 0.187, 0.240, 
0.308, and 0.395 microgram per milli¬ 
liter. 

The potency of tetracycline hydrochlo¬ 
ride intended for use by injection is 
satisfactory if each immediate container 
contains not less than 90 percent of the 
tetracycline hydrochloride that it is rep¬ 
resented to contain. 

(b) Sterility and toxicity. Proceed as 
directed in § 141C.201 (b) and (c). 

(c) Pyrogens. Proceed as directed in 
§ 141 a.3 of this chapter, using as a test 
dose 1.0 milliliter per kilogram of an 
aqueous solution containing 500 micro¬ 
grams per milliliter. 

(d) Histamine, moisture, pH, and 
crystallinity . Proceed as directed in 
§ 141C.201 (e), (f>, and (g) and § 141a.5 
(c) of this chapter. 

(e) Absorptivity. Dissolve approxi¬ 
mately 40 milligrams on the anhydrous 
basis of the sample, accurately weighed, 
in approximately 150 milliliters of dis¬ 
tilled water by mixing thoroughly. Di¬ 
lute to exactly 250 milliliters with 
distilled water and mix thoroughly. 
Transfer a 10.0-milliliter aliquot of this 
solution to a 100-milliliter volumetric 
flask, add about 75 milliliters of distilled 
water and 5.0 milliliters of 5 N NaOH, 
and then make to 100 milliliters with 
water and mix thoroughly. Exactly 6 
minutes after the addition of the NaOH, 
determine the absorbance of the solution 
at 380 m/i compared with distilled water 
as a blank. Use a suitable spectrophoto¬ 
meter for the absorbance measurements. 


Absorbance at 380 m/i X 25,000 

Absorptivity (1%, 1 cm.) — Weight of sa mple in milligrams* 


§ 141c.219 Crude chlortetracycline oral 
veterinary. 

(a) Potency. Accurately weigh ap¬ 
proximately 3.0 grams of the sample and 
place in a blending jar containing 200 
milliliters of an acid-acetone solution 
prepared with 1 part 4 N HC1, 6 parts 
distilled water, and 13 parts acetone. 
Blend for 3 minutes. Using an aliquot 
of the liquid, make the proper estimated 
dilutions in Af/10 monopotassium phos¬ 
phate buffer pH 4.5, shake well, and 
proceed as directed in § 141c.201(a) (8). 


Its content of chlortetracycline is satis¬ 
factory if it contains not less than 85 
percent of the number of grams that^it is 
represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

§ 141c.220 Tetracycline. 

(a) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter. Use the 
value obtained to calculate the weighed 
samples used in paragraphs (b), (c), and 

(f) of this section to the anhydrous 
compound. 
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(b) Potency. Using 40 milligrams (as 
the anhydrous compound) of sample, 
proceed as directed in § 141C.218 (a). 

(c) Toxicity. Proceed as directed in 
§ 141b.103 of this chapter, using as a test 
dose 0.5 milliliter of an aqueous solution 
containing 2.0 milligrams per milliliter 
prepared by dissolving 40 milligrams (as 
the anhydrous compound) in 2.0 milli¬ 
liters of 0.1 N HC1 and diluting with the 
required amount of water. 

(d) pH. Proceed as directed in 
§ 141a.5 (b) of this chapter, using an 
aqueous suspension prepared by adding 
10 milligrams per milliliter. 

(e) Crystallinity. Proceed as directed 
in § 141a.5 (c) of this chapter. 

(f) Absorptivity . Proceed as directed 
in § 141c.218(e), except dissolve 40 milli¬ 
grams (as the anhydrous compound) in 
2.0 milliliters 0.1 N HC1 and dilute to 
250 milliliters with distilled water. 

§ 141c.221 Tetracycline hydrochloride 
for intramuscular use; tetracycline 
phosphate complex for intramuscular 
use. 

(a) Potency . Reconstitute the sample 
as directed on the label or labeling. 
Using a suitable syringe, withdraw a 
one-dose aliquot and place in a 100- 
milliliter volumetric flask. Make to 
mark with 0.1 N HC1, and proceed as 
directed in § 141c.218(a). Its potency is 
satisfactory if the immediate container 
contains not less than 90 percent of the 
number of milligrams of tetracycline 
hydrochloride or tetracycline phosphate 
complex that it is represented to contain. 

(b) Sterility. Proceed as directed in 
§ 141C.201 (b). 

(c) Pyrogens. Proceed as directed in 
§ 141c.218 (c). 

(d) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

(e) pH. Proceed as directed in § 141a.5 
(b) of this chapter, using an aqueous 
solution containing 10 milligrams per 
milliliter. 

(f) Histamine in the tetracycline phos¬ 
phate complex used in making the batch. 
Proceed as directed in § 141b. 105 of this 
chapter, using as a test dose 0.6 milliliter 
of a solution containing 5 milligrams per 
milliliter prepared by dissolving 40 milli¬ 
grams in 2.0 milliliters of 0.1 N HC1 and 
diluting with the required amount of 
water. 

§ 141c.222 Tetracycline hydrochloride 
oral suspension (tetracycline hydro¬ 
chloride homogenized mixture) ; tet¬ 
racycline phosphate complex oral 
suspension (tetracycline phosphate 
complex oral drops); tetracycline 
hydrochloride oral solution; tetracy¬ 
cline calcium oral suspension; tetra¬ 
cycline oral suspension. 

(a) Potency . Transfer 1 milliliter of 
the well-shaken suspension to a suitable 
high-speed blender containing 500 milli¬ 
liters of 0.1 N HC1. Blend for 5 minutes 
and proceed as directed in § 141c.218(a). 
Its potency is satisfactory if it contains 
not less than 85 percent of the number 
of milligrams, or the equivalent number 
of milligrams, of tetracycline hydro¬ 
chloride per milliliter that it is repre¬ 
sented to contain. 

(b) Moisture. If it is tetracycline hy¬ 
drochloride oral suspension, tetracycline 
oral suspension, tetracycline hydrochlo¬ 


ride oral solution, or tetracycline phos¬ 
phate complex oral suspension, proceed 
as directed in § 141a.7 of this chapter. 

(c) pH. If it is tetracycline hydro¬ 
chloride oral solution or tetracycline cal¬ 
cium oral suspension, use the undiluted 
drug and proceed as directed in § 141a.5 
(b) of this chapter. 

§ 14Ic.223 Chlortetracycline-neomycin- 
slreptomycin-penicillin ointment; 
chlortetracycline - neomycin - diliydro- 
streptomycin-penicillin ointment; tet¬ 
racycline liydrochloride-neomycin- 
streptomycin-penicillin ointment; 
tetracycline liydrochloride-neomycin- 
dihy drostreptomycin-penicillin oint¬ 
ment. 

(a) Potency —(1) Penicillin content. 
Place an accurately weighed sample of 
approximately 1 gram in an extraction 
funnel prepared by fusing a ground-glass 
joint to the top of a medium-porosity 
sintered-glass filter funnel (30-milli- 
meter diameter). Wash with five 10- 
milliliter portions of warm iso-octane 
and draw off the ointment base under 
vacuum. Discard the iso-octane wash¬ 
ings. Wash the residue with three 10- 
milliliter portions of chloroform and 
draw off under vacuum, combine the ex¬ 
tracts, and make to mark in a 250-milli¬ 
liter volumetric flask with absolute alco¬ 
hol. Make the proper estimated dilutions 
in 1-percent phosphate buffer, at pH 6.0, 
and proceed as directed in § 141a. 1 of 
this chapter. Its content of penicillin is 
satisfactory if it contains not less than 
85 percent of the number of units per 
gram of ointment that it is represented 
to contain. 

(2) Chlortetracycline content. Wash 
the residue in the funnel four times with 
10-milliliter portions of 0.3 percent pi¬ 
peridine in acetone solution. Withdraw 
each washing under vacuum. Combine 
the four washings in a 100-milliliter vol¬ 
umetric flask and make to mark with 0.1 
M monopotassium phosphate buffer, pH 
4.5. The sample may also be prepared 
by placing a representative portion (usu¬ 
ally 1.0 gram, accurately weighed) in a 
glass blending jar containing 199 milli¬ 
liters of 0.01 N HC1 and 1.0 milliliter of 
polysorbate 80. Using a high-speed 
blender, blend the mixture for 2 to 3 
minutes and make proper estimated dilu¬ 
tions in 0.1 M monopotassium phosphate 
buffer, pH 4.5, adding sufficient penicil¬ 
linase to inactivate the penicillin. Pro¬ 
ceed as directed in § 141c.201(a) (8). 
Its content of chlortetracycline is satis¬ 
factory if it contains not less than 85 
percent of the number of milligrams per 
gram that it is represented to contain. 

(3) Tetracycline hydrochloride con¬ 
tent. Prepare the sample as directed in 
subparagraph (2) of this paragraph and 
proceed as directed in § 141c.218. Its 
content of tetracycline hydrochloride is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
per gram of ointment that it is repre¬ 
sented to contain. 

(4) Neomycin content. The residue 
remaining in the funnel after the extrac¬ 
tion described in subparagraph (2) of 
this paragraph contains the neomycin 
and streptomycin or dihydrostreptomy¬ 
cin. Wash this residue five times, using 
10-milliliter aliquots of 0.1 M phosphate 
buffer, pH 8.0, drawing each washing off 


under vacuum. Combine the wasH „ 
in a 100-milliliter volumetric flask , 
make to mark with 0.1 M phosnh 
buffer. pH 8.0. Using an aliquot of Uhi 
aqueous solution, proceed as dirwtJii, 
§ 141a.65(a) (4) (i) or (ii) of this (* a 3 
ter. The content of neomycin is satis 
factory if it contains not less than I 
percent of the number of milligrams a 
gram of ointment that it is represent 
to contain. 

(5) Streptomycin content. Using aj 
aliquot of the aqueous solution prepare® 
in subparagraph (4) of this paragraph 
proceed as directed in § 141b 101(a)! 
through (i) of this chapter. The con] 
tent of streptomycin is satisfactory if i3 
contains not less than 85 percent of thd 
number of milligrams per gram of oint¬ 
ment that it is represented to contain 

(6) Dihydrostreptomycin contents 
Using an aliquot of the aqueous solutiorj 
prepared in subparagraph (4) of this 
paragraph, and the dihydrostreptomycir 
working standard as a standard of com-] 
parison, proceed as directed in § 14lb.l01 
(a) through (i) of this chapter. Thj 
content of dihydrostreptomycin is satis- 
factory if it contains not less than 85 
percent of the number of milligrams per! 
gram of ointment that it is represent 
to contain. 

(b) Moisture. Proceed as directed i 
§ 141a.8(b) of this chapter. 

§ 141c.224 Tetracycline hydrochloride- 
nystatin capsules; tetracycline phos¬ 
phate complex-nystatin capsules. 

(a) Capsules —(1) Potency— (i) Tet- 
racycline hydrochloride content; tetra¬ 
cycline phosphate complex content. 
Proceed as directed in § 141c.204(a) for 
tetracycline hydrochloride capsules and 
tetracycline phosphate complex cap¬ 
sules. Its potency is satisfactory if it 
contains the equivalent of not less than 
85 percent of the number of milligrams 
of tetracycline hydrochloride that it is 
represented to contain. 

(ii) Nystatin content. Prepare the 
sample for assay by placing a representa¬ 
tive number of capsules in a blending jar 
with sufficient dimethylformamide (pre¬ 
viously adjusted to pH 6.5±0.5 with con¬ 
centrated H2SO4) to give a stock solution 
of convenient concentration. Blend for 
2 minutes in a high-speed blender. 
Assay as directed in paragraph (b) of 
this • section. Its content of nystatin is 
satisfactory if it contains not less than 
85 percent of the number of units that 
it is represented to contain. 

(iii) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

(b) Nystatin used in making the cap¬ 
sules —(1) Potency —(i) Cylinders 
(cups) . Use cylinders described in 
§ 141a.l (a) of this chapter. 

(ii) Culture media. Use ingredients 
that conform to the standards, if any, 
prescribed by the U. S. P. or N. F. 

(a) Make nutrient agar for carrying 
the organism and for preparing the in¬ 
oculated agar plates as follows: 

Peptone_9.4 grams. 

Yeast extract_- 4.7 grains. 

Beef extract_ 2.4 grams. 

Sodium chloride_- 10.0 grams. 

Dextrose__10.0 grams. 

Agar_ 23.5 grams. 

Distilled water to make_ 1,000 milliliters. 

pH 6.0 to 6.2 after sterilization. 
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, M Make nutrient broth for prepar¬ 
ing an inoculum of the test organism: 

. __10 grams. 

peptone _20 

Sed water'm make— 1,000 milliliters. 
^56 to 5.7 after sterilization. 

• 1ieu of preparing the media from the 
^dividual ingredients as specified they 
be prepared from a dehydrated 
Sure which, when reconstituted with 
Stilled water, has the same composi¬ 
tion as such media. Minor modifications 
nf the specified individual ingredients 
ore permissible if the resulting media 
nossess growth-promoting properties at 
tost equal to the media described. 

dii) working standard . Dry an ap- 
nropriate amount of the working stand¬ 
ard (obtained from the U.S.P. Reference 
Standards Committee, 46 Park Avenue, 
New York 16, New York) for 2 hours at 
40° C. at a pressure of 5 millimicrons or 
less Dissolve a weight of the dried 
standard in sufficient dimethylforma- 
mide to give a stock solution of con¬ 
venient concentration (usually 1,000 
units to 5,000 units per milliliter). This 
stock solution should be prepared simul¬ 
taneously with the samples to be tested 
and should be used for 1 day only. 

(iv) Preparation of sample. Dissolve 
the sample to be tested in sufficient di- 
methylf ormamide to give a nystatin con¬ 
centration of 400 units per milliliter 
(estimated). Further dilute with 10 
percent potassium phosphate buffer, pH 
6.0, to 20 units per milliliter (estimated). 

(v) The test organism is Saccharo- 
myces cerevisiae (ATCC 9763 or ATCC 
2601 (no vitamin requirement)), which 
is maintained on slants of agar described 
under subdivision (ii) (a) of this sub- 
paragraph and transferred once a week. 
After transfer, the culture is incubated 
at 37° C. for 24 hours and then kept 
refrigerated. Prepare the organism 
suspension by either of the following 
methods: 

(a) Inoculate 100 milliliters of the 
broth medium described under subdivi¬ 
sion (ii) (b) of this subparagraph with 
a loopful of growth from the agar slant. 
Incubate the broth for 16 to 18 hours at 
37° C. This broth culture may be used 
for several weeks if kept refrigerated. 

(b) Wash the organism from the agar 
slant with 3 milliliters of sterile physio¬ 
logical saline solution onto a large agar 
surface such as that provided by a Roux 
bottle containing 300 milliliters of the 
agar described in subdivision (ii) (a) of 
this subparagraph. Spread the sus¬ 
pension of organisms over the entire 
agar surface with the aid of sterile glass 
beads. Incubate for 24 hours at 37° C. 
and then wash the resulting growth from 
the agar surface with about 30 milli¬ 
liters of sterile sodium chloride solu¬ 
tion. This suspension may be used for 
several weeks if kept refrigerated. Run 
test plates to determine the quantity of 
this broth culture (usually about 2.5 
milliliters) or saline suspension (usually 
about 0.1 milliliter) that should be 
added to each 100 milliliters of agar to 
give clear, sharp inhibitory zones of 
appropriate size. 

(vi) Preparation of plates . Melt a 
sufficient amount of the agar described 
in subdivision (ii) (a) of this subpara¬ 


graph, cool to 48° C., add the proper 
amount of the test organism as described 
above, and mix thoroughly. Add 8 milli¬ 
liters of this inoculated agar to each 
Petri dish (100 millimeters x 22 milli¬ 
meters, with flat bottom). Distribute 
the agar evenly in the plates, cover with 
porcelain covers glazed on the outside, 
and allow to harden. After the agar 
has hardened, place 6 cylinders on the 
agar surface so that they are at ap¬ 
proximately 60° intervals on a 2.8-centi¬ 
meter radius. 

(vii) Standard curve. Dilute aliquots 
of the standard stock solution with di- 
methylformamide to give concentrations 
of 256, 320, 400, 500, and 624 units per 
milliliter. Dilute these solutions with 
10 percent potassium phosphate buffer, 
pH 6.0, to make concentrations of 12.8, 
16.0, 20.0, 25.0, and 31.2 units per milli¬ 
liter, respectively. A total of 12 plates 
is used in the preparation of the standard 
curve, three plates for each solution, 
except the 20 units per milliliter solution. 
The latter concentration is used as the 
reference point and is included on each 
plate. On each of the three plates fill 
three cylinders with the 20 units per 
milliliter standard and the other three 
cylinders with the concentration of the 
standard concentration under test. 
Thus, there will be 36 twenty-unit deter¬ 
minations and nine determinations for 
each of the other concentrations on the 
curve. Incubate the plates for 16 to 
18 hours at 37° C. and measure the di¬ 
ameter of each zone of inhibition. Aver¬ 
age the readings of the 20 units per milli¬ 
liter concentration and the readings of 
the concentration tested for each set of 
three plates, and average also all 36 
readings of the 20 units per milliliter 
concentration. The average of the 36 
readings of the 20 units per milliliter 
concentration is the correction point for 
the curve. Correct the average value 
obtained for each point to the figure it 
would be if the 20 units per milliliter 
reading for that set of three plates were 
the same as the correction point. Thus, 
if in correcting the 16 units per milliliter 
concentration the average of the 36 
readings of the 20 units per milliliter 
concentration is 16.0 millimeters and the 
average of the 20 units per milliliter 
concentration of this set of three plates 
is 15.8 millimeters, the correction is +0.2 
millimeter. If the average reading of 
the 15 units per milliliter concentration 
of those same three plates is 15.0 milli¬ 
meters, the corrected value is then 15.2 
millimeters. Plot these corrected values, 
including the average of the 20 units 
per milliliter concentration on two-cycle 
semilog paper, using the concentration 
in micrograms per milliliter as the or¬ 
dinate (the logarithmic scale) and the 
diameter of the zone of inhibition as 
the abscissa. Draw the standard curve 
through these points. 

(viii) Assay. Use 3 plates for each 
sample. Fill three cylinders on each 
plate with the 20 units per milliliter 
standard and three cylinders with the 
20 units per milliliter (estimated) 
sample, alternating standard and sam¬ 
ple. Incubate the plates for 16 to 18 
hours at 37° C. and then measure the 
diameter of each zone of inhibition. To 


estimate the potency of the sample, 
average the zone readings of the 
standard and the zone readings of the 
sample on the three plates used. If the 
sample gives a larger zone size than the 
average of the standard, add the differ¬ 
ence between them to the 20 units per 
milliliter zone on the standard curve. If 
the average value is lower than the 
standard value, subtract the difference 
between them from the 20 units per 
milliliter value on the curve. From the 
curves read the potencies corresponding 
to these corrected values of zone sizes. 

(ix) Turbidimetric assay—(a) Test 
culture and media. Maintain the test 
organism Saccharomyces cerevisiae 
(ATCC 9763) as described in subdivision 
(v) of this subparagraph. For use in 
the assay, prepare an organism suspen¬ 
sion as directed in subdivision (v) (a) of 
this subparagraph. Adjust this stock 
suspension, so that a 1:10 dilution in the 
nutrient broth will have an absorption 
of 0.350 at a wavelength of 650 m/x, using 
a suitable photoelectric colorimeter and 
an 18-millimeter diameter test tube as 
an absorption cell. Prepare the inocu¬ 
lated broth by adding from 3 milliliters 
to 5 milliliters of that adjusted suspen¬ 
sion (not the 1:10 dilution) to each liter 
of nutrient broth, prepared as directed 
in subdivision (ii) (b) of this subpara¬ 
graph, needed for the test. 

(b) Working standard and standard 
solutions. Prepare the standard stock 
solution as directed in subdivision (iii) 
of this subparagraph. Make dilutions 
of the stock solution with dimethylform- 
amide to obtain concentrations of 121, 
139, 160, 184, and 212 units per milli¬ 
liter. These solutions are then diluted 
1:10 with sterile distilled water to ob¬ 
tain concentrations of 12.1, 13.9, 16.0, 
18.4, and 21.2 units per milliliter. Add 
1.0 milliliter of each such concentration 
to each of six sterile 20 millimeters x 150 
millimeters test tubes. Maintain the 
sterility of the tubes. 

(c) Preparation of sample. Dissolve 
the sample to be tested in sufficient di- 
methylformamide to give a stock solu¬ 
tion of convenient concentration. Dilute 
the stock solution with- dimethyl- 
formamide to obtain a concentration of 
160 units per milliliter (estimated). 
Further dilute this solution 1:10 with 
sterile distilled water to obtain a con¬ 
centration of 16 units per milliliter 
(estimated). Add 1.0 milliliter of this di¬ 
lution to each of six sterile 20 millimeters 
x 150 millimeters test tubes. 

( d ) Procedure. To each of the 20 
millimeters x 150 millimeters test tubes 
prepared in (b) and (c) of this subdi¬ 
vision, add 9.0 milliliters of the inoculat¬ 
ed nutrient broth described in (a) of this 
subdivision, and incubate at 26° C. for 
16 hours to 18 hours. After incubation, 
add 0.5 milliliter of a 12 percent for¬ 
maldehyde solution to each tube and 
read the absorbance values in a suitable 
photoelectric colorimeter, using a wave¬ 
length of 530 m/x. Set the instrument at 
zero absorbance with clear uninoculated 
broth prepared as described in subdivi¬ 
sion (ii) (b) of this subparagraph. 

(e) Estimation of potency. Plot the 
average values for each concentration of 
the standard on semilog graph paper 
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with absorbance values on the arithmetic 
scale and nystatin concentrations on the 
logarithmic scale. Construct the best 
straightline through the points, either 
by inspection or by means of the follow¬ 
ing equations: 

3a+2b-f e —e 
- 6 - 

3e+2d-fc—a* 

H = - 6 - 

where 

L— absorbaAce value for the lowest con¬ 
centration of the standard curve. 

H = absorbance value for the highest con¬ 
centration of the standard curve. 

a, b, c, d, e =average absorbance values for 
each concentration of the standard 
curve. 

Plot the values obtained for L and H and 
connect the points with a straightline. 
Average the absorbance values for the 
sample and read the nystatin concentra¬ 
tion from the standard curve. Multiply 
the concentration by appropriate dilution 
factors to obtain the nystatin content of 
the sample. Its content of nystatin is 
satisfactory if it is not less than 85 per¬ 
cent of the number of units that it is 
represented to contain. 

(2) Toxicity. Inject intraperitone- 
ally each of 5 mice, within the weight 
range of 18 grams to 25 grams, with 0.5 
milliliter of a suspension of the drug 
containing 1,200 units per milliliter in a 
0.5 percent acacia solution. If no animal 
dies within 48 hours, the sample is non¬ 
toxic. If one or more of the animals die 
within 48 hours, repeat the test with 5 
unused mice weighing 20 grams (±0.5 
gram) each; if all animals survive the 
repeat test, the sample is nontoxic. 

(3) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

(4) pH. Proceed as directed in 
§ 141a.5 (b) of this chapter, using a 3- 
percent aqueous suspension of the drug. 

(5) Identity. Weigh approximately 
20 milligrams of the sample in a 100-mil¬ 
liliter glass-stoppered volumetric flask, 
add about 75 milliliters absolute methyl 
alcohol, and shake mechanically for 30 
minutes. Dilute to volume with methyl 
alcohol. Transfer 10.0 milliliters of this 
solution to a 100-milliliter volumetric 
flask and dilute to volume with methyl 
alcohol. Within 2 hours, determine the 
absorption peak at 230 m//, 291 m^, 
305 m/i, and 319 mu and the shoulder at 
279±2 m/A, using a suitable ultraviolet 
spectrophotometer and quartz cells. Set 
the instrument to 100 percent transmis¬ 
sion with absolute methyl alcohol. If a 
recording spectrophotometer is used, 
record the ultraviolet absorption spec¬ 
trum from 220 m/* to 320 m^. If a non¬ 
recording spectrophotometer is used, the 
exact positions of the peaks and shoulder 
should be determined for the particular 
instrument used. The ratio of the two 
absorbancies (A^o/Am) should be not less 
than 0.90 and not more than 1.25. 

§ 141c.225 Tetracycline hydrochloride- 
nystatin tablets. 

(a) Tablets —(1) Potency —(i) Tetra¬ 
cycline hydrochloride content. Proceed 
as directed in § 141c.224(a) (1) (i). Its 
content of tetracycline hydrochloride is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
that it is represented to contain. 


(ii) Nystatin content. Proceed as di¬ 
rected in § 141C.224 (a) (1) (ii). Its 
content of nystatin is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(2) Moisture. Proceed as directed in 
§ 141a.5 (a) or § 141a.26 (e) of this chap¬ 
ter. 

(3) Disintegration time. Proceed as 
directed in § 141a.9(c) of this chapter. 

(b) Nystatin used in making the tab¬ 
lets. Proceed as directed in § 141c.224 
(b). 

§ 141c.226 Tetracycline and vasocon¬ 
strictor suspension. 

(a) Potency. Proceed as directed in 
§ 141c.218(a). Its potency is satisfac¬ 
tory if it contains not less than 85 per¬ 
cent of the number of milligrams that it 
is represented to contain. 

(b) pH. Using the undiluted sample, 
proceed as directed in § 141a.5 (b) of 
this chapter. 

§ 141c.227 Chlortetracycline spray 
dressing (chlortetracycline hydro¬ 
chloride spray dressing). 

(a) Potency. Spray the entire con¬ 
tents of the well shaken sample into a 
large tared beaker. Place in a vacuum 
desiccator, evacuate, and allow to stand 
at room temperature for 16 to 18 hours. 
After the gas has volatilized, accurately 
weigh the beaker and contents and de¬ 
termine the weight of the ointment 
ejected when used as directed in its la¬ 
beling. Remove a representative quan¬ 
tity (usually 1 gram) of the ointment 
from the beaker, accurately determine 
its weight, and place in a separatory 
funnel containing approximately 50 mil¬ 
liliters of peroxide-free ether. Proceed 
as directed in § 141c.202(a). The con¬ 
tent of the immediate container is satis¬ 
factory if it contains not less than 85 
percent of the number of grams of oint¬ 
ment that it is represented to contain. 
The potency of the ointment is satisfac¬ 
tory if it contains not less than 85 per¬ 
cent of the number of milligrams of 
chlortetracycline hydrochloride per 
gram that it is represented to contain. 

(b) Sterility. Using an amount of 
spray (usually 5 to 8 seconds) equivalent 
to approximately 40 milligrams of chlor¬ 
tetracycline from each container tested, 
proceed as directed in § 141a.2 of this 
chapter, except that neither penicillinase 
nor the control tube is used in the test 
for bacteria. 

(c) Moisture. Proceed as directed in 
§ 141b.ll7(c) of this chapter, except dis¬ 
solve the sample in 10 milliliters of dry 
chloroform. 

§ 141c.228 Chlortetracycline hydrochlo¬ 
ride-neomycin tablets veterinary; tet¬ 
racycline hydrochloride-neomycin 
tablets veterinary. 

(a) Potency —(1) Chlortetracycline 
hydrochloride content. Prepare the 
sample as follows: Using a mortar and 
pestle, grind 5 tablets to a fine powder. 
Using 200 milliliters of absolute methyl 
alcohol, quantitatively transfer the pow¬ 
der to a blending jar and blend at high 
speed for 2 minutes. Centrifuge a por¬ 


tion of the liquid at high speed for mm 
cient time (usually 15 minutes) I 
tain a substantially clear solution! 
Dilute an aliquot of the clear solution! 
m sufficient 0.10 M monobasic potassE 51 
phosphate buffer, pH 4.5, to give a cnT 
centration of 0.06 microgram per mnii I 
liter (estimated). Proceed as direct^! 
in §141c.201(a)(8) Its content^ 
chlortetracycline hydrochloride is satis I 
factory if it contains not less than 8sl 
percent of the number of milligrams per 
tablet that it is represented to contain I 

(2) Tetracycline hydrochloride con I 
tent. Prepare the sample as directed in 
subparagraph (1) of this paragraph ex 
cept dilute the sample to an estimated 
concentration of 0.24 microgram per 
milliliter and proceed as directed in 
§ 141c.218(a) (3). Its content of tetra 
cycline hydrochloride is satisfactory if 
it contains not less than 85 percent of 
the number of milligrams per tablet that 
it is represented to contain. 

(3) Neomycin content. Proceed ^ 
directed in § 141e.410(a) (1) (ii) of this 
chapter if Staphylococcus epidermidis is 
used as the test organism, if staph¬ 
ylococcus aureus is used as the test 
organism proceed as follows: 

Immediately after the second blending, 
heat a convenient size aliquot of the 
blend in a steam bath for 30 minutes, 
cool, and dilute to 10 micrograms per 
milliliter (estimated). Its content of 
neomycin is satisfactory if it contains 
85 percent of the number of milligrams 
of activity per tablet that it is repre¬ 
sented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

(c) Disintegration time. Proceed as 
directed in § 141a.9(c) of this chapter. 


§ 141c.229 Tetracycline-nystatin oral 
suspension; tetracycline phosphate 
complex-nystatin oral suspension 
(tetracycline phosphate complex- 
nystatin oral drops). 

(a) Potency —(1) Tetracycline or tet¬ 
racycline phosphate complex content. 
Proceed as directed in § 141c.222(a). 
Its content of tetracycline or tetracy¬ 
cline phosphate complex is satisfactory 
if it contains not less than 85 percent 
of the number of milligrams that it is 
represented to contain. 

(2) Nystatin content. Use 5 millili¬ 
ters of the sample and proceed as di¬ 
rected in § 141C.224 (a) (1) (ii). Its 
content of nystatin is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(b) Moisture. Proceed as directed in 
§ 141a.7 (c) of this chapter. 

§ 141c.230 Chlortetracycline hydro¬ 
chloride powder topical; tetracycline 
hydrochloride powder topical. 

(a) Potency —(1) Dry powder. Using 
a 3.0-gram sample or the entire contents 
of the immediate container for each de¬ 
termination, prepare the sample as fol¬ 
lows: Using a high-speed blender, blend a 
3.0-gram sample in a glass blending jar 
containing 500 milliliters of 0.01 N HCl 
(use 0.1 N HCl if it is tetracycline), or 
reconstitute in the immediate container 
as directed in the labeling of the drug. 
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Transfer an appropriate aliquot of 1.0 
milliliter to 5.0 milliliters to a 100-milli- 
Zr volumetric flask and make to mark 
0 01 N HC1 (use 0.1 N HC1 if it is tet¬ 
racycline). Withdraw an aliquot from 
L volumetric flask, and if it is chlor- 
tptracycline hydrochloride dilute to 0.06 
\ per milliliter, using 0.1 M potas- 
dum phosphate buffer, pH 4.5, and pro¬ 
feed as directed in § 141C.201 (a). If it 
is tetracycline hydrochloride, dilute to 
024 ug. per milliliter, using 0.1 M potas¬ 
sium phosphate buffer, pH 4.5, and pro¬ 
ceed as directed in § 141c.218 (a). The 
average potency is satisfactory if it con¬ 
tains not less than 85 percent of the num¬ 
ber of milligrams of chlortetracycline 
hydrochloride or tetracycline hydroclo- 
ride per gram or per immediate container 
that it is represented to contain. 

(2) Powder packaged with inert gases. 
Spray, as directed in the labeling, the 
entire contents of each container to be 
tested into a separate 2-liter Erlenmeyer 
flask, held in a horizontal position. Add 
500 milliliters of 0.1 N HC1 and shake 
to dissolve the contents. Immediately 
remove aliquots of this solution and, 
using 0.1 M potassium phosphate buffer, 
pH 4.5, for further dilutions, proceed as 
directed in § 141c.201(a) if it is chlor¬ 
tetracycline hydrochloride powder or 
§ 141c.218 (a) if it is tetracycline hydro¬ 
chloride powder. Calculate the average 
total amount of antibiotic expelled from 
the containers. The total potency is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
of chlortetracycline hydrochloride or 
tetracycline hydrochloride that it is rep¬ 
resented to contain. 

(b) Moisture. Proceed as directed in 
§141a.5 (a) of this chapter, except if 
it is packaged with inert gases proceed 
as directed in § 141b.ll7 (c) of this 
chapter. 


§ 141c.23I Capsules tetracycline and 
oleandomycin phosphate; capsules 
tetracycline and triacetyloleandomy- 
cin; capsules tetracycline hydrochlo¬ 
ride and oleandomycin phosphate; 
capsules tetracycline hydrochloride 
and triacetyloleandomycin. 

(a) Potency —(1) Tetracycline or tet¬ 
racycline hydrochloride content by tur - 
bidimetric assay —(i) Test culture and 
media. Maintain the test organism 
Escherichia coli (ATCC 10536) on the 
agar described in § 141a.1(b) (1) of this 
chapter. For use in the assay, prepare 
a suspension of the organism every 2 
weeks, as follows: Transfer the organism 
to a fresh agar slant and incubate at 
37° C. overnight. Wash the growth from 
the slant with the aid of 2 milliliters of 
sterile distilled water and sterile glass 
beads into a Roux bottle containing 300 
milliliters of the maintenance medium. 
Incubate overnight at 37° C. and then 
harvest the growth with 50 milliliters of 
sterile distilled water and sterile glass 
beads. Standardize this suspension by 
determining the dilution that will per¬ 
mit 40-percent light transmission in a 
Photoelectric colorimeter using a 650- 
millimicron filter and an 18-millimeter 
diameter test tube as an absorption cell. 
Prepare the daily inoculum by adding 
10 milliliters of that dilution to each 
No. 251—Pt. II-7 


liter of nutrient broth, prepared as di¬ 
rected in § 141a.l(b) (3) of this chapter, 
needed for the test. 

(ii) Working standard and solutions. 
Dissolve an appropriate amount of the 
working standard in sufficient 0.1 N HC1 
to give a concentration of 1,000 micro¬ 
grams per milliliter. This stock solution 
may be kept in the refrigerator for 1 
week. Make daily dilutions of the stock 
solution with 0.1 M potassium phosphate 
buffer (pH 4.5) to obtaii concentrations 
of 0.146, 0.187, 0.240, 0.308, and 0.395 
micrograms per milliliter. Add 1.0 milli¬ 
liter of each such concentration to each 
of three 16 millimeters x 125 millimeters 
test tubes. 

(iii) Preparation of sample. Dissolve 
the contents of a representative number 
of capsules in sufficient 0.1 N HC1 to 
give a stock solution of convenient con¬ 
centration. Further dilute the stock so¬ 
lution with 0.1 M potassium phosphate 
buffer (pH 4.5) to obtain a final con¬ 
centration of 0.24 microgram per milli¬ 
liter (estimated). Add 1.0 milliliter of 
this dilution to each of three 16 milli¬ 
meters x 125 millimeters test tubes. 

(iv) Procedure. To each of the 16 
millimeters x 125 millimeters test tubes 
prepared in subdivisions (ii) and (iii) of 
this subparagraph, add 9.0 milliliters 
of the inoculated nutrient broth de¬ 
scribed in subdivision (i) of this sub- 
paragraph and place immediately in a 
37° C. water bath for 3 to 4 hours. After 
incubation, add 0.5 milliliter of a 12- 
percent formaldehyde solution to each 
tube and read the absorbance values in 
a suitable photoelectric colorimeter, 
using a wavelength of 530 millimicrons. 
Set the instrument at zero absorbance 
with clear uninoculated broth prepared 
as described in § 141a.l (b) (3) of this 
chapter. 

(v) Estimation of potency. Plot the 
average values for each concentration of 
the standard on arithmetic graph paper 
with absorbance values on the ordinate 
and tetracycline or tetracycline hydro¬ 
chloride concentrations on the abscissa. 
Construct the best straightline through 
the points, either by inspection or by 
means of the following equations: 

__3a-f 2 b +c—e 
L 5 » 

3e-f 2 d+c—a 
^-. 

where 

L= absorbance value for the lowest con¬ 
centration of the standard curve, 

H= absorbance value for the highest con¬ 
centration of the standard curve, 

a, b, c, d, e=average absorbance values for 
each concentration of the standard 
curve. 

Plot the values obtained for L and H and 
connect the points with a straight line. 
Average the absorbance values for the 
sample and read the tetracycline or 
tetracycline hydrochloride concentration 
from the standard curve. Multiply the 
concentration by appropriate dilution 
factors to obtain the tetracycline or 
tetracycline hydrochloride content of the 
sample. Its potency is satisfactory if it 
contains the equivalent of not less than 
85 percent of the number of milligrams 
of tetracycline hydrochloride that it is 
represented to contain. 


(2) Oleandomycin content. (i) If 
oleandomycin phosphate is used, proceed 
as directed in paragraph (c) (1) of this 
section, except prepare the sample as fol¬ 
lows: Dissolve the contents of a repre¬ 
sentative number of capsules in sufficient 
0.1 M potassium phosphate buffer (pH 
8.0) to give a stock solution of convenient 
concentration. Further dilute with 0.1 
M potassium phosphate buffer (pH 8.0) 
to obtain a final concentration of 5.0 /xg. 
of oleandomycin activity per milliliter 
(estimated). 

(ii) If triacetyloleandomycin is used, 
proceed as follows: Dissolve the contents 
of a representative number of capsules in 
chloroform to give a stock solution of 1.0 
milligram of oleandomycin activity per 
milliliter. Transfer 30 milliliters of the 
chloroform solution to a glass-stoppered 
test tube (200 millimeters x 22 milli¬ 
meters) and add 20 milliliters of 1 N so¬ 
dium hydroxide. Shake for 1 minute and 
centrifuge briefly to aid in the separation 
of the layers. With the aid of a syringe 
and needle, remove and discard the aque¬ 
ous layer. Repeat the washing procedure 
with two more 20-milliliter portions of 
1 N sodium hydroxide solution. Filter 
the chloroform layer through a pledget 
of cotton. Dilute an aliquot of this solu¬ 
tion with chloroform to give a solution 
containing approximately 25 /xg. of olean¬ 
domycin per milliliter. Transfer a 5.0 
milliliter aliquot to a 40 milliliter glass- 
stoppered centrifuge tube, dilute to 20 
milliliters with chloroform, and deter¬ 
mine the oleandomycin content as di¬ 
rected in paragraph (d) (1) (i) of this 
section. 

Its content of oleandomycin is satisfac¬ 
tory if it contains not less than 85 per¬ 
cent of the number of milligrams that it 
is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

(c) Oleandomycin phosphate used in 
making the capsules —(1) Potency —(i) 
Cylinders (cups). Use cylinders de¬ 
scribed in § 141a.l (a) of this chapter. 

(ii) Culture media, (a) Use the nu¬ 
trient agar described in § 141a.l(b) (1) 
of this chapter for the seed layer and 
base layer, except that its pH after steri¬ 
lization is 7.8 to 8.0. 

(b) Use the nutrient agar described 
in § 141a.l(b) (1) of this chapter for 
maintaining the test organism. 

(iii) Working standard. Dissolve a 
suitable weighed quantity (usually 25 
milligrams or. less) of the working stand¬ 
ard (obtained from the Food and Drug 
Administration) in 2 milliliters of etha¬ 
nol, then add sufficient 0.1 M potassium 
phosphate buffer, pH 8.0, to give a con¬ 
centration of 1,000 micrograms of olean¬ 
domycin base per milliliter. This stock 
solution may be kept in the refrigerator 
for 3 days. 

(iv) Preparation of sample. Dissolve 
the sample in sufficient 0.1 M potassium 
phosphate buffer (pH 8.0) to give a con¬ 
venient stock solution. Further dilute 
in 0.1 M potassium phosphate buffer 
(pH 8.0) to give a final concentration of 
5.0 micrograms per milliliter (esti¬ 
mated) . 

(v) Preparation of test organism. The 
test organism is Staphylococcus epider- 
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midis (ATCC 12228), which is main¬ 
tained on slants of agar described under 
subdivision (ii) (a) of this subpara¬ 
graph. Wash the organism from the 
agar slant with 3 milliliters of sterile 
physiological saline solution onto a large 
agar surface such as that provided by a 
Roux bottle containing 300 milliliters of 
the agar described in subdivision (ii) (a) 
of this subparagraph. Spread the sus¬ 
pension of organisms over the entire 
agar surface with the aid of sterile glass 
beads. Incubate for 24 hours at 32° C. 
and then wash the resulting growth from 
the agar surface with about 30 milli¬ 
liters of sterile physiological saline solu¬ 
tion. Standardize the suspension by de¬ 
termining the dilution that will give 
80-percent light transmission, using a 
suitable photoelectric colorimeter with 
a 650-millimicron filter and an 18- 
millimeter-diameter test tube as an 
absorption cell. Run test plates to de¬ 
termine the quantity of the diluted sus¬ 
pension (usually 1.5 milliliters) that 
should be added to each 100 milliliters of 
agar to give clear, sharp zones of inhibi¬ 
tion of appropriate size. 

(vi) Preparation of plates. Add 21 
milliliters of the agar prepared as de¬ 
scribed in subdivision (ii) (a) of this 
subparagraph to each Petri dish (20 
millimeters x 100 millimeters). Dis¬ 
tribute the agar evenly in the plates and 
allow it to harden. Use the plates the 
same day they are prepared. Melt a 
sufficient amount of the agar described 
in subdivision (ii) (a) of this subpara¬ 
graph, cool to 48° C., add the proper 
amount of the test organism as described 
in subdivision (v) of this subparagraph, 
and mix thoroughly. Add 4 milliliters 
of this inoculated agar to each Petri dish. 
Distribute the agar evenly in the plates, 
cover with porcelain covers glazed on the 
outside, and allow to harden. After the 
agar has hardened, place 6 cylinders on 
the agar surface so that they are at 
approximately 60° intervals on a 2.8- 
centimeter radius. 

(vii) Standard curve. Prepare the 
daily standard curve by further dilut¬ 
ing the 1,000 micrograms per milliliter 
stock solution in 0.1 M potassium phos¬ 
phate buffer (pH 8.0) to obtain concen¬ 
trations of 3.2, 4.0, 5.0, 6.25 and 7.80 
micrograms per milliliter. Use 3 plates 
for the determination of each point on 
the curve, except the 5.0 micrograms per 
milliliter concentration, a total of 12 
plates. On each of 3 plates fill 3 cylin¬ 
ders with the 5.0 micrograms per milli¬ 
liter standard, and the other 3 cylinders 
with the concentration under test. 
Thus, there will be 36 five-microgram 
determinations and 9 determinations for 
each of the other points on the curve. 
After incubation, read the diameters of 
the circles of inhibition in the plates. 
Average the readings of the 5.0 micro- 
grams per milliliter concentration and 
the readings of the point tested for each 
set of 3 plates and average also all 36 
readings of the 5.0 micrograms per milli¬ 
liter concentration. The average of the 
36 readings of the 5.0 micrograms per 
milliliter concentration is the correction 
point for the curve. Correct the aver¬ 
age value obtained for each point to the 
figure it would be if the 5.0 micrograms 
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per milliliter reading for that set of 3 
plates were the same as the correction 
point. Thus, if in correcting the 4.0- 
microgram concentration, the average 
of the 36 readings of the 5.0-microgram 
concentration were 20.0 millimeters, and 
the average of the 5.0-microgram con¬ 
centration of this set of 3 plates were 
19.8 millimeters, the correction would 
be -f0.2 millimeter. If the average 
reading of the 4.0-microgram concen¬ 
tration of these same 3 plates were 19.0 
millimeters, the corrected value would 
be 19.2 millimeters. Plot these corrected 
values, including the average of the 5.0 
micrograms per milliliter concentration, 
on 2-cycle semilog paper, using the con¬ 
centration in micrograms per milliliter 
as the ordinate (the logarithmic scale) 
and the diameter of the zone of inhibi¬ 
tion as the abscissa. Draw the standard 
curve through these points, either by 
inspection or by means of the following 
equations: 

3a + 2b + c —e 


3e-f2d4-c—a 

H=- g -. 

where: 

L —corrected zone diameter for the lowest 
concentration of the standard curve, 

H —corrected zone diameter for the highest 
concentration of the standard curve, 

c= average zone diameter of 36 readings 
of the 5.0 micrograms per milliliter 
standard, 

a, b, d e = corrected average values for 
the 3.2, 4.0, 6.25, and 7.81 mlcrograms 
per milliliter standard solutions, re¬ 
spectively. 

Plot the values obtained for L and H and 
connect with a straight line. 

(viii) Assay. Use 3 plates for each 
sample. Fill 3 cylinders on each plate 
with the standard 5.0 micrograms per 
milliliter solution and 3 cylinders with 
the 5.0 micrograms per milliliter (esti¬ 
mated) sample, alternating standard 
and sample. Incubate all plates, includ¬ 
ing those containing the standard curve, 
at 32° C.-35° C. overnight, and measure 
the diameter of each circle of inhibition. 
To estimate the potency of the sample, 
average the zorife readings of the stand¬ 
ard and the zone readings of the sample 
on the 3 plates used. If the sample 
gives a larger zone size than the average 
of the standard, add the difference be¬ 
tween them to the 5.0 micrograms per 
milliliter zone on the standard curve. 
If the average sample value is lower than 
the standard value, subtract the differ¬ 
ence between them from the 5.0 micro¬ 
grams per milliliter value on the curve. 
From the standard curve, read the po¬ 
tencies corresponding to these corrected 
values of zone sizes. 

(2) Toxicity . Proceed as directed in 
§ 141a.4 of this chapter, except use phys¬ 
iological salt solution as the diluent, and 
inject 0.5 milliliter of a solution contain¬ 
ing 8 milligrams per milliliter. 

(3) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

(4) pH. Proceed as directed in 
§ 141a.5 (b) of this chapter, using a solu¬ 
tion containing 100 milligrams per milli¬ 
liter. 

(5) Crystallinity. Proceed as directed 
in § 141a.5 (c) of this chapter. 


(d) Triacetyloleandomycin used 


making the capsules—( l) Potency ml 
Chemical method—{a) Reagents anA 
equipment. (1) Methyl orange reaepnf 
Shake 0.5 M boric acid solution for 
about 12 hours (to insure saturation) 
with an excess of methyl orange indica 
tor. An alternative method is to heat 
the mixture to about 50° C. and shake 
for about an hour. Then allow to cool 
Filter the saturated dye solution and 
wash three times with chloroform 
Store the dye solution over chloroform 

( 2 ) Acid-alcohol solution: Add 2 mil 
liliters of concentrated sulfuric acid to 
98 milliliters of absolute methyl alcohni 

(3) Glycerin: Reagent grade. 

(4) Centrifuge tubes: 40 milliliters I 
glass-stoppered. 

(b) Procedure. Prepare a chloroform I 
solution containing 50.0 milligrams ac¬ 
tivity of standard oleandomycin base in 
200 milliliters of solution. Transfer 10 0 
milliliters of the solution to a 100-milli- ' 
liter volumetric flask and dilute to vol¬ 
ume with chloroform. Transfer 2.0, 4 0 
6.0, and 8.0 milliliters of this solution to 
glass-stoppered centrifuge tubes (40- 
milliliter size) and dilute to a total vol¬ 
ume of 20.0 milliliters each with chloro¬ 
form. To the 20.0 milliliters of the 
solution present in each (40-milliliter i 
size) centrifuge tube add 0.2 milliliter of 
glacial acetic acid, 0.20 milliliter of 
glycerin, and 0.40 milliliter of methyl 
orange reagent. Shake for 5 minutes 
and centrifuge for 3 minutes. Immedi¬ 
ately transfer to another tube a 10.0- 
milliliter aliquot from the chloroform 
(lower) layer. Care must be exercised 
to see that no portion of the dye-glyc¬ 
erin-phase is included with the chloro¬ 
form aliquot. Add 1.0 milliliter of 
acid-alcohol solution to this chloroform 
aliquot, mix well, and read the absorb¬ 
ancy at 535 m/z, using a 1 -centimeter 
cell and a suitable photometer and using 
chloroform, similarly treated, as a blank. 
Prepare a standard curve, plotting the 
absorbance values of the standard solu¬ 
tions against the concentration ex¬ 
pressed in micrograms per aliquot. Ac¬ 
curately weigh the sample to be tested 
to give 50 milligrams (estimated) of 
oleandomycin activity, dissolve in chlo¬ 
roform, and make to 200 milliliters with 
chloroform. Transfer 10.0 milliliters to 
a 100-milliliter volumetric flask and 
make to volume with chloroform. 
Transfer 5.0 milliliters to a glass- 
stoppered centrifuge tube and proceed 
as above. Determine the potency of the 
sample from the standard curve. 

(ii) Microbiological assay. Proceed as 
directed in paragraph (c) (1) of this sec¬ 
tion, except use the triacetyloleandomy¬ 
cin standard as the standard of compari¬ 
son. Dissolve the working standard in 
sufficient 80 percent isopropyl alcohol- 
water solution to give a concentration of 
1,000 micrograms per milliliter (esti¬ 
mated). Prepare the standard curve by 
further diluting the stock solution in 
0.1 M potassium phosphate buffer, pH 
8.0, to give concentrations of 9.6, 12.0, 
15.0, 18.7, and 23.4 micrograms per milli¬ 
liter. The 15.0 micrograms per milliliter 
is the reference concentration. Prepare 
samples in the same manner as described 
for the stock solution and further dilute 
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01 M potassium phosphate buffer, pH 
to a final concentration of 15.0 
I Programs per milliliter (estimated). 

1 m Toxicity . Administer orally, by 
Jans of a cannula or other suitable 
[ ? pviC e to each of five mice within the 
weight range of 18 grams to 25 grams, 0.5 
I milliliter of a suspension containing 200 
nSugrams per milliliter in normal saline 
solution. If no animal dies within 48 
hours the sample is nontoxic. If one or 
more animals die within 48 hours, repeat 
the test with five unused mice weighing 
) grams (±0.5 gram) each; if all ani- 
jals survive the repeat test the sample 

1 is nontoxic. . . . 

(3) Moisture. Proceed as directed in 
* 141a.5 (a) of this chapter. 

(4) pH. Proceed as directed in 
§141a.5 (b) of this chapter, using a 
saturated aqueous-ethanol (1:1) solu¬ 
tion prepared by adding 100 milligrams 
per milliliter. 

(5) Paper chromatograph method — 

(i) Apparatus and reagents —(a) Chro¬ 
matographic chamber (cylinder glass- 

| stoppered museum jar 11.5 inches x 3.5 
inches). 

! (b) Chromatographic paper (8 inches 
x8 inches Whatman No. 1). 

(c) 0.1 N hydrochloric acid. 

id) Resolving solvent: Butyl acetate, 
benzene, nitromethane, pyridine 
(5:5:5:1 by volume). 

(e) Spray reagent: 15 grams anti¬ 
mony trichloride per 100 milliliters of 
chloroform. 

(ii) Procedure. Dissolve the sample 
in chloroform to give a solution con¬ 
taining 10 milligrams to 20 milligrams 
per milliliter. Prepare a sheet of chro¬ 
matographic paper, by drawing a line of 
origin parallel to and 1 inch from the 
edge of the paper. Wet the paper 
thoroughly with the 0.1 N hydrochloric 
acid and blot it firmly between sheets of 
absorbent paper. Starting 2 inches in 
from the edge and at 1-inch intervals, 
apply 3 microliters to 5 microliters of the 
sample solutions to the starting line. 
Allow a few minutes for the paper to dry 
partially. While the paper is still damp, 
form a cylinder by bringing the outer 
edges together, allowing about 1-inch 
overlap, and secure with a paper clip. 
Stand the paper in the chromatographic 
chamber, which has been filled to a depth 
of y 2 -inch with the resolving solvent. 
After the solvent front rises to a height 
of 4 inches to 5 inches above the origin, 
remove the paper from the tank and 
hang it up to air dry. Spray the dried 
paper with the antimony trichloride 
reagent. Hang the paper in a 100° C. 
oven for 3 minutes. A purple spot be¬ 
comes visible for triacetyloleandomycin 
at an Rf value of about 0.85. The ap¬ 
proximate Rf values for diacetylolean- 
aomycin, monoacetyloleandomycin, and 
oleandomycin are, respectively, 0.72, 
0.27, and 0.13. 

(6) Acetyl determination —(i) Appa¬ 
ratus and reagents. (a) One three- 

n ecked pyrex flask of approximately 45 
milliliters capacity, pearshaped with 
i-joints, agar inlet tube, glass-stoppered 
iunnel, glass condenser, and bubble 
counter. 

flask* Pyrex Erlenmeyer 
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(c) 10-milliliter burette, calibrated in 
0.02 milliliter. 

(d) Anhydrous methanol, reagent 
grade. 

(e) 2 N sodium hydroxide solution. 

(/) Sulfuric acid solution prepared by 

adding .100 milliliters of concentrated 
ILSO< to 200 milliliters of water. 

(SO 1 N barium chloride solution. 

( h ) Phenolphthalein solution (1 per¬ 
cent in ethanol). 

( i ) Water-pumped nitrogen. 

(j) NaOH solution, 0.015 N. 

(ii) Procedure. Weigh accurately (to 
0.01 milligram) approximately 30 milli¬ 
grams of the sample into the three¬ 
necked acetyl flask. Add 2.0 milliliters 
of methanol to dissolve the sample, then 
add slowly with gentle swirling, 1.0 milli¬ 
liter of NaOH solution. Connect the gas 
inlet tube with bubble counter attached, 
and adjust nitrogen flow to about two 
bubbles a second. Put glass-stoppered 
funnel in centerneck of acetyl flask and 
put about 5 milliliters ,of H a O in the 
funnel. Add a boiling chip to the solu¬ 
tion and attach condenser in the reflux¬ 
ing position with water cooling. Adjust 
burner flame under acetyl flask to reflux 
solution gently. Reflux for 30 minutes. 
Cool assembly slightly then rinse down 
condenser (still in reflux position) with 
a few milliliters of H 2 0. Reassemble 
condenser to the distillation position and 
add water through the funnel to make a 
total of approximately 5 milliliters of 
HoO added to acetyl flask. Adjust burn¬ 
er flame so that about 5 milliliters of H 2 0 


and methanol is distilled over in approxi¬ 
mately 10 minutes. Discard this distil¬ 
late. Cool acetyl flask slightly. Acidify 
solution in flask by adding 1 milliliter of 
the sulfuric acid solution through the 
funnel. Adjust burner flame and distill 
over approximately 20 milliliters of 
distillate into an Erlenmeyer flask in 
about 20 minutes, adding water through 
the funnel as necessary. It is im¬ 
portant to keep the liquid volume in 
the acetyl flask around 2 milliliters to 
3 milliliters in order to obtain a quanti¬ 
tative recovery of the acetic acid. Collect 
a second fraction of distillate, about 10 
milliliters in volume. As the second 
fraction is distilling, process the first 
fraction. Heat the first fraction and 
boil gently about 20 seconds. Add a few 
drops of BaCh solution to check if any 
sulfate was distilled over. If the sulfate 
is present, discard and repeat the whole 
determination. If the sulfate is absent, 
immediately titrate the solution with the 
0.015 N NaOH solution to a faint pink 
endpoint, using one drop of phenolphtha¬ 
lein solution as the indicator. Repeat 
the above procedure with the second 
fraction. If the second fraction requires 
less than 0.10 milliliter of the 0.015 N 
NaOH solution and all the acetic acid 
has been distilled over, the determination 
is completed. If greater than this, 
collect a third fraction of approximately 
10 milliliters and titrate this as before. 
Total volumes of NaOH used and calcu¬ 
late results as follows: 


Milliliters of NaOH XN NaOH X 0.043X100 
Weight sample in grams 


=Percent acetyl. 


(7) Crystallinity. Proceed as directed 
in § 141a.5(c) of this chapter. 

§ 141c.232 Tetracycline phosphate com¬ 
plex. 

(a) Moisture, potency, toxicity, pH, 
crystallinity, absorptivity. Proceed as 
directed in § 141C.220 (a), (b), (c), (d), 
(e), and (f). 

(b) Identity. Proceed as directed in 
subparagraphs (1), (2), and (3) of this 
paragraph. 

(1) Presence of phosphate. Suspend 
100 milligrams of the sample in 10 milli¬ 
liters of distilled water and filter a small 
portion by gravity. Transfer 1 milliliter 
to a 100-milliliter glass-stoppered cylin¬ 
der, add 10 milliliters of distilled water, 
2 milliliters of ammonium molybdate 
test solution, 1 milliliter of stannous 
chloride test solution, and 10 milliliters 
of isobutyl alcohol-benzene mixture (1:1 
ratio), all in the order named. Shake 
vigorously for 1 minute, allow the layers 
to separate, and examine the top organic 
layer. In the presence of phosphate, 
the top layer turns blue. 

(2) Absence of chloride. This test is 
used for detecting mixtures of tetracy¬ 
cline hydrochloride and phosphate salts. 
To 1 milliliter of the filtrate prepared as 
directed in subparagraph (1) of this 
paragraph, add 1 drop of silver nitrate 
test solution and 1 drop of nitric acid. 
Not more than a slight opalescence re¬ 
mains of the original precipitate in the 
absence of chloride. 


(3) Determination of percent tetra¬ 
cycline base. This test is used to deter¬ 
mine the quantity of tetracycline present 
as base in mixtures with phosphate salts. 

(i) Reagents, (a) 1,4-Dioxane. 

(b) Purified dioxane: Pass the di- 
oxane through a column of Amberlite 
IRA 400 (OH - ) resin. 

(c) Perchloric acid, 0.012V: Dilute 0.84 
milliliter of 70 percent perchloric acid 
to 1,000 milliliters with purified dioxane; 
standardize at least once every 2 days, 
as follows: Weigh accurately about 70 
milligrams of diphenylguanidine, and 
dissolve in 50 milliliters of ethyl alcohol 
in a 250-milliliter flask. Add two drops 
of methyl red, and titrate with the 
perchloric acid solution from a burette 
until the yellow color changes to orange. 
Deduct the volume of the perchloric acid 
consumed by 50 milliliters of the ethyl 
alcohol, and calculate the normality. 
Each 2.113 milligrams of diphenylguani¬ 
dine is equivalent to 1 milliliter of 0.012V 
perchloric acid. 

(d) Methyl red indicator: Dissolve 
100 milligrams of methyl red in 100 
milliliters of methyl alcohol. 

(ii) Procedure. Place an accurately 
weighed 1-gram sample in a 50-milliliter 
Erlenmeyer flask, add 10.0 milliliters of 
purified dioxane and shake the mixture 
manually for about 2 minutes. Allow 
to settle, decant all the supernatant 
liquid into a 50-milliliter polyethylene 
centrifuge tube, cover with Parafilm, 
and centrifuge until clear (about 3 min- 
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utes). Pipette 5.0 milliliters of the clear, 
supernatant solution into a 50-milliliter 
beaker, stir magnetically, and titrate 
with 0.012V perchloric acid, using methyl 
red as the indicator. The endpoint is 
the last color change to orange when a 
drop of titrant is added. 

Calculation: 

Percent tetracycline base 

Milliliters of acid used X normality 
__ X 0.4445 X 200 _ 

Weight of sample 

The sample is satisfactory if the results 
from the tests described indicate that 
there is a presence of phosphate, an 
absence of chloride, and not more than 
1 percent of tetracycline base present. 

§ 141c.233 Tetracycline - oleandomycin 
phosphate for oral suspension. 

(a) Potency —(1) Tetracycline con¬ 
tent. Proceed as directed in § 141c.231 

(a)(1), except prepare the sample as 
follows: Reconstitute the powder as di¬ 
rected in the labeling of the drug. 
Transfer an appropriate aliquot (usually 
from 1.0 milliliter to 5.0 milliliters) to a 
100-milliliter volumetric flask and dilute 
to mark with 0.12V HC1. Further dilute 
an aliquot of this solution with sufficient 
0.1 M potassium phosphate buffer (pH 
4.5) to give a concentration of 0.24 fig. 
per milliliter (estimated). The average 
potency is satisfactory if it contains not 
less than 85 percent of the number of 
milligrams per gram that it is repre¬ 
sented to contain. 

(2) Oleandomycin content. Proceed 
as directed in § 141c.231 (c) (1), except 
prepare the sample as follows: Reconsti¬ 
tute the powder as directed in the label¬ 
ing of the drug. Dilute an appropriate 
aliquot (usually from 1.0 milliliter to 
5.0 milliliters) with sufficient O.likf 
potassium phosphate buffer (pH 8.0) to 
give a concentration of 5.0 fig. per milli¬ 
liter (estimated). The average potency 
is satisfactory if it contains not less than 
85 percent of the number of milligrams 
per gram that it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.26 (e) of this chapter. 

(c) pH. Using the suspension pre¬ 
pared as directed in the labeling, proceed 
as directed in § 141a.5 (b) of this chapter. 

§ 141c.234 Capsules tetracycline hydro¬ 
chloride and novobiocin; capsules 
tetracycline phosphate complex and 
novobiocin. 

(a) Potency —(1) Tetracycline hydro¬ 
chloride content; tetracycline phosphate 
complex content. Proceed as directed 
in § 141c.231(a) (1). Its potency is sat¬ 
isfactory if it contains the equivalent of 
not less than 85 percent of the number 
of milligrams of tetracycline hydrochlo¬ 
ride that it is represented to contain. 

(2) Novobiocin content. Proceed as 
directed in § 141a.21 (a) (2) of this chap¬ 
ter. Its content of novobiocin is satis¬ 
factory if it contains not less than 85 
percent of the number of milligrams per 
capsule that it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 


§ 141c. 235 Tetracycline hydrochloride- 
oleandomycin phosphate for aqueous 
injection. 

(a) Potency —(1) Tetracycline hydro¬ 
chloride content. Proceed as directed in 
§ 141c.231(a) (1), except prepare the 
sample as follows: Reconstitute the drug 
as directed in the labeling. Transfer an 
appropriate aliquot (usually 1.0 milliliter 
to 5.0 milliliters) to a 100-milliliter volu¬ 
metric flask and dilute to mark with 0.1 
N HC1. Further dilute an aliquot of this 
solution with sufficient 0.1 M potassium 
phosphate buffer (pH 4.5) to give a con¬ 
centration of 0.24 microgram per milli¬ 
liter (estimated). The average potency 
is satisfactory if it contains not less than 
85 percent of the number of milligrams 
per gram that it is represented to 
contain. 

(2) Oleandomycin content. Proceed 
as directed in § 141c.231 (c) (1), except 
prepare the sample as follows: Reconsti¬ 
tute the drug as directed in its labeling. 
Dilute an appropriate aliquot (usually 
1.0 milliliter to 5.0 milliliters) with suffi¬ 
cient 0.1 M potassium phosphate buffer 
(pH 8.0) to give a concentration of 5.0 
micrograms per milliliter (estimated). 
The average potency is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams per gram that it 
is represented to contain. 

(b) Sterility. Using 40 milligrams 
from each container tested, proceed as 
directed in § 141a.2 of this chapter, ex¬ 
cept that neither penicillinase nor the 
control tube is used in the test for bac¬ 
teria. 

(c) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, using 0.5 milli¬ 
liter of a solution containing 1.0 milli¬ 
gram of tetracycline hydrochloride and 
0.5 milligram of oleandomycin phosphate. 

(d) Pyrogens. Proceed as directed in 
§ 141a.3 of this chapter, using as a test 
dose 1 milliliter per kilogram of a solu¬ 
tion containing 0.5 milligram of tetracy¬ 
cline hydrochloride and 0.25 milligram 
of oleandomycin phosphate. 

(e) Histamine. Proceed as directed 
in § 14lb. 105 of this chapter, using as a 
test dose 0.6 milliliter per kilogram of a 
solution containing 5.0 milligrams of 
tetracycline hydrochloride and 2.5 milli¬ 
grams of oleandomycin. 

(f) Moisture. Proceed as directed in 
§ 141a.5 or § 141a.26 (e) of this chapter. 

(g) pH. Using the suspension pre¬ 
pared as directed in the labeling, proceed 
as directed in § 141a.5(b) of this chapter. 

§ 141c.236 Tetracycline-nystatin for oral 
suspension. 

(a) Potency —(1) Tetracycline con¬ 
tent. Reconstitute the powder as di¬ 
rected in the labeling of the drug. 
Transfer an appropriate aliquot (usually 
from 1.0 milliliter to 5.0 milliliters) to 
a 100-milliliter volumetric flask and 
make to mark with 0.1 N HC1. With¬ 
draw an aliquot from the volumetric 
flask and dilute to a concentration of 
0.24 microgram per milliliter (esti¬ 
mated) using M/10 phosphate buffer, 
pH 4.5, and proceed as directed in 
§ 141c.218 (a). Its content of tetracy¬ 
cline is satisfactory if it contains not less 


than 85 percent of the number of mm 
grams that it is represented to contain 
( 2 ) Nystatin content. Reconst££ 
the powder as directed in the labeling nf 
the drug. Transfer an appropriate 
aliquot (usually from 1.0 milliliter to 5 o 
milliliters) to a blending jar containing 
150 milliliters of dimethyl formamide 
Blend for 2 minutes in a high-speed 
blender and then dilute an aliquot with 
sufficient dimethyl formamide to give a 
concentration of 400 units per milliliter 
(estimated). Further dilute this solution 
with 10 percent phosphate buffer, pH 60 
to give a concentration of 20 units per 
milliliter (estimated). Proceed as di¬ 
rected in § 141c.224 (b). Its content of 
nystatin is satisfactory if it contains not 
less than 85 percent of the number of 
units that it is represented to contain. ' 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) or § 141a.26 (e) of this 
chapter. 

(c) pH. Using the suspension pre¬ 
pared as directed in the labeling, proceed 
as directed in § 141a.5 (b) of this chapter. 

§ 141c.237 Qilortetracycline-neomycin- 
streptomycin ointment; chlortctracy- 
cline- neomycin - dihydrostreptomycin 
ointment; tetracycline hydrochloride- 
neomycin-streptomycin ointment; 
tetracycline hydrochloride-neomycin- 
dihydrostreptomycin ointment. 


(a) Potency — (1) Chlortetracycline 
content. Proceed as directed in 
§ 141c.201(a) (8), except prepare the 
sample by one of the following methods: 
Place an accurately weighed sample of 
approximately 1 gram in an extraction 
funnel prepared by fusing a ground-glass 
joint to the top of a medium-porosity 
sintered-glass filter funnel (30-milli¬ 
meter diameter). Wash with five 10- 
milliliter portions of warm isooctane and 
draw off the ointment base under vac¬ 
uum. Discard the isooctane washings. 
Wash the residue in the funnel four 
times with 10-milliliter portions of 0.3 
percent piperidine in acetone solution. 
Withdraw each washing under vacuum. 
Combine the four washings in a 100- 
milliliter volumetric flask and make to 
mark with 0.1 M potassium phosphate 
buffer, pH 4.5. The solution for assay 
may also be prepared by placing a rep¬ 
resentative portion of the sample (usu¬ 
ally 1.0 gram, accurately weighed) in a 
glass blending jar containing 199 milli¬ 
liters of 0.01 N HC1 and 1 milliliter of 
polysorbate 80. Using a high-speed 
blender, blend the mixture for 2 to 3 
minutes and make proper estimated 
dilutions using 0.1 M potassium phos¬ 
phate buffer, pH 4.5. Its content of 
chlortetracycline is satisfactory if it con¬ 
tains not less than 85 percent of the 
number of milligrams per gram of oint¬ 
ment that it is represented to contain. 

(2) Tetracycline hydrochloride con¬ 
tent. Prepare the sample as directed in 
subparagraph (1) of this paragraph 
and proceed as directed in § 141C.218. 
Its content of tetracycline hydrochloride 
is satisfactory if it contains not less than 
85 percent of the number of milligrams 
per gram of ointment that it is repre¬ 
sented to contain. 
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. /q) Neomycin content. The residue 
Joining in the funnel after the ex- 
Sion described in subparagraph (1) 
rthis paragraph contains the neomycin 
I nd streptomycin or dihydrostreptomy- 
a n Was h this residue five times, using 
in milliliter aliquots of 0.1 M potassium 
hosphate buffer, pH 8.0, drawing each 
hashing off under vacuum. Combine 
the washings in a 100-milliliter volumet¬ 
ric flask and make to mark with 0.1 M 
ootassium phosphate buffer, pH 8.0. 
nrinff an aliquot of this aqueous solution, 
proceed as directed in § 141a.65(a) (4) of 
this chapter. If Staphylococcus epider- 
midis is used as the test organism, pro¬ 
ceed as directed in § 141a,411(a) (2) of 
this chapter. The content of neomycin 
is satisfactory if it contains not less than 
85 percent of the number of milligrams 
per gram of ointment that it is repre¬ 
sented to contain. 

(4) Streptomycin content. Using an 
aliquot of the aqueous solution prepared 
as directed in subparagraph (3) of this 
paragraph, proceed as directed in 
§ I41b.l01 (a) through (i) of this chap¬ 
ter. The content of streptomycin is sat¬ 
isfactory if it contains not less than 85 
percent of the number of milligrams per 
gram of ointment that it is represented 


to contain. 

(5) Dihydrostreptomycin content. Us¬ 
ing an aliquot of the aqueous solution 
prepared as directed in subparagraph (3) 
of this paragraph, and the dihydrostrep¬ 
tomycin working standard as the stand¬ 
ard of comparison, proceed as directed 
in § 141b.101 (a) through (i) of this 
chapter. The content of dihydrostrep¬ 
tomycin is satisfactory if it contains not 
less than 85 percent of the number of 
milligrams per gram of ointment that it 
is represented to contain. 

(b) Moisture. Proceed as directed in 
§141a.8 (b) of this chapter. 


§ lllc.238 Tablets tetracycline hydro¬ 
chloride and novobiocin. 


(a) Potency —(1) Tetracycline hydro¬ 
chloride content. Proceed as directed 
in § 141c.231(a) (1). Its tetracycline 
hydrochloride content is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams per tablet that it 
is represented to contain. 

(2) Novobiocin content. Proceed as 
directed in § 141a.21 (a) (2) of this 
chapter, except that penicillinase is not 
added, and if it contains calcium novo¬ 
biocin the sample is blended in ethanol 
in lieu of 0.1 N potassium phosphate 
buffer. Its content of novobiocin is satis¬ 
factory if it contains not less than 85 
percent of the number of milligrams per 
tablet that it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

(c) Calcium novobiocin used in making 
the tablets —(1) Potency. Proceed as 
directed in § 141a.21 (c) of this chapter, 
except prepare the sample as follows: 
Dissolve the sample for assay in sufficient 
ethanol to give a concentration of 3 mil- 
%ams per milliliter (estimated). Fur¬ 
ther dilute in 1.0 percent potassium 
Phosphate buffer, pH 6.0, to give a final 
concentration of 0.5 fi g. per milliliter 
(estimated). 

(2) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, except inject 0.5 


milliliter of a suspension containing 2 
milligrams per milliliter. 

(3) Moisture, pH, crystallinity. Pro¬ 
ceed as directed in § 141a.5 (a), (b), and 
(c) of this chapter. 

(d) Disintegration time. Proceed as 
directed in § 141a.9(c) of this chapter. 

§ 141c.239 Tetracycline-novobiocin for 
oral suspension. 

(a) Potency —(1) Tetracycline con¬ 
tent. Reconstitute the powder as di¬ 
rected in the labeling of the drug. 
Transfer an appropriate aliquot (usually 
from 1.0 milliliter to 5.0 milliliters) to a 
100-milliliter volumetric flask and make 
to mark with 0.1 N HC1. Withdraw an 
aliquot from the volumetric flask and 
dilute to a concentration of 0.24 fig. per 
milliliter (estimated), using 0.1 M po¬ 
tassium phosphate buffer (pH 4.5) and 
proceed as directed in § 141c.231(a) (1). 
Its content of tetracycline is satisfactory 
if it contains not less than 85 percent of 
the number of milligrams per gram that 
it is represented to contain. 

(2) Novobiocin content. Reconstitute 
the powder as directed in the labeling of 
the drug. Transfer an appropriate ali¬ 
quot (usually from 1.0 milliliter to 5.0 
milliliters) to a 100-milliliter volumetric 
flask and make to mark using 0.1 M po¬ 
tassium phosphate buffer, pH 8.0 (except 
if it contains calcium novobiocin, ethanol 
is used in lieu of the buffer solution). 
Remove an aliquot and dilute with 1.0 
percent potassium phosphate buffer, pH 
6.0, to give a concentration of 0.5 fig. per 
milliliter (estimated). Proceed as 
directed in § 141a.21 (a) (2) of this chap¬ 
ter, except that penicillinase is not added. 
Its content of novobiocin is satisfactory 
if it contains not less than 85 percent 
of the number of milligrams per gram 
that it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

§ 141c.240 Tetracycline-triacetyloleando- 
mycin syrup (tetracycline-triacetylo- 
leandomycin oral drops; tetracycline- 
triacetyloleandomycin homogenized 
mixture) ; potency. 

(a) Tetracycline content. Proceed as 
directed in § 141c.231(a) (1), except pre¬ 
pare the sample as follows: Transfer an 
appropriate sample (usually from 1.0 
milliliter to 5.0 milliliters) to a 100-mil¬ 
liliter volumetric flask and dilute to mark 
with 0.1 N HC1. Further dilute an aliquot 
of this solution with sufficient 0.1 M po¬ 
tassium phosphate buffer (pH 4.5) to give 
a concentration of 0.24 fig. per milliliter 
(estimated). Its tetracycline content is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
per milliliter that it is represented to 
contain. 

(b) Triacetyloleandomycin content. 
Proceed as directed in § 141C.231 (d) (1) 
(i), except prepare the sample as follows: 
Transfer an appropriate sample (usually 
from 1.0 milliliter to 5.0 milliliters) to a 
glass-stoppered test tube (200 millime¬ 
ters x 22 millimeters). Add 30 milliliters 
of chloroform and 20 milliliters of 1.0 N 
sodium hydroxide. Shake for 1 minute 
and centrifuge briefly to aid in the sep¬ 
aration of the layers. Using a syringe 
and needle, remove and discard the 
aqueous layer. Repeat the washing with 


two more 20-milliliter portions of the 
sodium hydroxide solution. Filter the 
chloroform layer through a cotton 
pledget. Dilute an aliqyot of the chloro¬ 
form solution with chloroform to give a 
concentration of 25 fig. of oleandomycin 
activity per milliliter (estimated). 
Transfer a 5.0-milliliter aliquot to a 40- 
milliliter glass-stoppered centrifuge tube. 
Dilute to 20 milliliters with chloroform. 
Its triacetyloleandomycin content is sat¬ 
isfactory if it contains not less than 85 
percent of the number of milligrams per 
milliliter that it is represented to contain. 

(c) pH. Using the undiluted sample, 
proceed as directed in § 141a.5 (b) of 
this chapter. 

§ 141c.24I Chlortetracycline seed. 

(a) Potency. Accurately weigh ap¬ 
proximately 10 grams of the sample and 
place in a blending jar containing 500 
milliliters of 0.01 N HC1. Blend for 3 
minutes. Using an aliquot of the liquid, 
make the proper estimated dilutions in 10 
M monopotassium phosphate buffer, pH 
4.5, shake well, and proceed as directed 
in § 141c.201 (a) (8). Its content of 
chlortetracycline is satisfactory if it con¬ 
tains not less than 85 percent of the 
number of milligrams per gram that it is 
represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

§ 141c.242 Tetracycline-neomycin com¬ 
plex powder topical; tetracycline 
hydrochloride-neomycin sulfate 
powder topical. 

(a) Potency. —(1) Tetracycline-neo¬ 
mycin complex powder —(i) Tetracycline 
content. Proceed as directed in § 141c.- 
230(a)(2), except use water in lieu of 
0.1 N HC1 for dissolving the sample. Its 
tetracycline content is satisfactory if it 
contains not less than 85 percent of the 
equivalent number of milligrams of 
tetracycline hydrochloride that it is 
represented to contain. 

(ii) Neomycin content. Using 0.1 M 
potassium phosphate buffer, pH 8.0, 
dilute an appropriate aliquot of the 
aqueous solution, prepared as directed in 
subparagraph (1) of this paragraph, to 
a final concentration of 1 fig. per milli¬ 
liter (estimated), and proceed as directed 
in § 141c.231 (c) (1), except that the 
neomycin standard stock solution de¬ 
scribed in § 141e.410 (b) ( 1 ) (iii) of this 
chapter, is used to prepare the standard 
curve, by further diluting with pH 8.0 
buffer to final concentrations of 0.64, 
0.80, 1.0, 1.25, and 1.56 fig. per milliliter. 
The 1.0 fig. per milliliter solution is the 
reference concentration. In lieu of the 
method described in this subparagraph, 
the neomycin content may also be deter¬ 
mined as follows: Using the aqueous 
solution described, prepare the sample 
and proceed as directed in § 141e.410 (b) 
(1) of this chapter, except use Staph¬ 
ylococcus aureus (American Type Cul¬ 
ture Collection 12715) as the test organ¬ 
ism, which is grown and maintained on 
agar containing 100 fig. of tetracycline 
hydrochloride per milliliter of agar. Its 
neomycin content is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 
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(2) Tetracycline hydrochloride-neo¬ 
mycin sulfate powder —(i) Tetracycline 
hydrochloride content. Prepare the sam¬ 
ple as directed in § 14Ic.230(a) (2). Use 
an appropriate aliquot and proceed as 
directed in § 141c.218(a). Its tetracy¬ 
cline hydrochloride content is satisfac¬ 
tory if it contains not less than 85 per¬ 
cent of the number of milligrams that 
it is represented to contain. 

(ii) Neomycin content. Use an appro¬ 
priate aliquot of the solution prepared 
in subdivision (i) of this subparagraph 
and proceed as directed in subparagraph 

(1) (ii) of this paragraph. Its neomycin 
content is satisfactory if it contains not 
less than 85 percent of the number of 
milligrams that it is represented to 
contain. 

(b) Sterility. Thoroughly cleanse the 
valve of each container to be tested with 
a suitable disinfectant. Carefully spray 
approximately 40 milligrams into each 
tube and proceed as directed in § 141a.2 
of this chapter, except that neither peni¬ 
cillinase nor the control tube is used. 

(c) Moisture. Proceed as directed in 
§ 141b.ll7 (c) of this chapter. 

(d) Tetracycline-neomycin complex 
used in making the drug —(1) Po¬ 
tency —(i) Tetracycline content. Dis¬ 
solve the sample to be tested in sufficient 
water to give a convenient stock solution. 
Using an appropriate aliquot, proceed as 
directed in § 141c.218 (a). 

(ii) Neomycin content. Using an ali¬ 
quot of the stock solution prepared as 
directed in subdivision (i) of this sub- 
paragraph, proceed as directed in para¬ 
graph (a) (2) of this section, except the 
last sentence of that subparagraph. 

(2) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter using 0.5 milli¬ 
liter of a solution prepared by diluting 
the sample with physiological sodium 
chloride solution to contain 200 fig. of 
neomycin per milliliter (estimated). 

(3) pH. Using a 1-percent aqueous 
solution, proceed as directed in § 141a.5 
(b) of this chapter. 

§ 141c.243 Capsules tetracycline hydro¬ 
chloride - triacetyloleandomycin - nys¬ 
tatin. 

(a) Potency —(1) Tetracycline hydro¬ 
chloride content. Proceed as directed 
in § 141c.231(a) (1). Its tetracycline 
hydrochloride content is satisfactory if 
it contains not less than 85 percent of 
the number of milligrams that it is rep¬ 
resented to contain. 

(2) Triacetyloleandomycin content. 
Proceed as directed in § 141C.231 (a) (2) 
(ii). Its content of triacetyloleando¬ 
mycin is satisfactory if it contains not 
less than 85 percent of the number of 
milligrams that it is represented to 
contain. 

(3) Nystatin content. Proceed as di¬ 
rected in § 141C.224 (a) (1) (ii). Its 
content of nystatin is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented 
to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

§ 141c.244 Tetracycline hydrochloride- 
neomycin spray ointment topical, 

(a) Potency —(1) Tetracycline hydro¬ 
chloride content. Spray the entire con¬ 


tents of the well-shaken sample into 
a large tared beaker. Place in a vacuum 
desiccator, evacuate, and allow to stand 
at room temperature for 16 to 18 hours. 
After the gas has volatilized, accurately 
weigh the beaker and contents and de¬ 
termine the weight of the ointment 
ejected when used as directed in its 
labeling. Place an accurately weighed 
sample of approximately 1 gram in an 
extraction funnel prepared by fusing a 
ground-glass joint to the top of a 
medium-porosity sintered-glass filter 
funnel (30-millimeter diameter). Wash 
with five 10-milliliter portions of warm 
iso-octane and draw off the ointment 
base under vacuum. Discard the iso¬ 
octane washings. Wash the residue in 
the funnel four times with 10-milliliter 
portions of 0.3 percent piperidine in ace¬ 
tone solution. Withdraw each washing 
under vacuum. Combine the four wash¬ 
ings in a 100-milliliter volumetric flask 
and make to mark with acetone. Re¬ 
move an aliquot of this solution and pro¬ 
ceed as directed in § 141c.218 (a). The 
sample may also be assayed by using a 
1-gram sample weighed as described 
above and proceeding as directed in 
§ 141c.202 (a). The tetracycline hydro¬ 
chloride content is satisfactory if it is 
not less than 85 percent of that which it 
is represented to contain. 

(2) Neomycin content. The residue 
remaining in the funnel after the extrac¬ 
tion described in subparagraph (1) of 
this paragraph contains the neomycin. 
Wash this residue five times, using 10- 
milliliter aliquots of 0.1 M potassium 
phosphate buffer, pH 8.0, drawing each 
washing off under vacuum. Combine 
the washings in a 100-milliliter volumet¬ 
ric flask and make to mark with 0.1 M 
potassium phosphate buffer, pH 8.0. 
Using an aliquot of this aqueous solution, 
proceed as directed in § 141e.410 (b) of 
this chapter. The sample may also be as¬ 
sayed by using a 1-gram sample weighed 
as described in subparagraph (1) of this 
paragraph and proceeding as directed in 
§ 141c.242 (a) (2), except first prepare 
the sample by blending in an appropri¬ 
ate volume of 0.1 M potassium phosphate 
buffer, pH 8.0, using a high-speed 
blender. The content of neomycin is 
satisfactory if it is not less than 85 per¬ 
cent of that which it is represented to 
contain. 

(b) Sterility. Wipe the valve with a 
suitable disinfectant before spraying. 
Using an amount of spray (usually evac¬ 
uated in 5 to 8 seconds) equivalent to ap¬ 
proximately 20 milligrams of tetracycline 
hydrochloride for each container tested, 
proceed as directed in § 141a.2 of this 
chapter, except that neither penicillinase 
nor the control tube is used in the test 
for bacteria. 

(c) Moisture. Proceed as directed in 
§ 141b.117(c) of this chapter, except dis¬ 
solve the sample in 10 milliliters of dry 
chloroform, 

§ 141c.245 Tetracycline - triacetylolean¬ 
domycin for oral suspension, 

(a) Potency , toxicity , pH. Prepare 
the drug as directed in its labeling and 
proceed as directed in § 141c.240. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 


§ 141c.246 Tetracycline hydrochloride 
neomycin in oil suspension. 


(a) Potency— (1) Content of tetrn 
cycline hydrochloride. Proceed as hi 
rected in § 141c.237(a) (2) or §Hlca» 
(a). Its content of tetracycline hvdm 
chloride is satisfactory if it is not l»« 
than 85 percent of that which it is ren 
resented to contain. | 


u/ neujnycm. Proceed as 
directed in § 141c.237(a) (3) or as di 
rected in § 141c.242(a) (2), except first 
prepare the sample by blending a 1-milli 
liter aliquot in an appropriate volume of' 
0.1 M potassium phosphate buffer pH 
8.0, using a high-speed blender, its con¬ 
tent of neomycin is satisfactory if it i s 
not less than 85 percent of that which 
it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.8(b) of this chapter. 


§ 141c.247 Chlortetracycline hydrochlo. 
ride impregnated surgical silk. 

(a) Potency. Use not less than five 
sutures. Remove the needles, and place 
sutures in a glass-stoppered Erlenmeyer 
flask containing 50 milliliters of 01 iv 
hydrochloric acid and allow to stand 
overnight, with frequent agitation, at 
room temperature. Remove a suitable 
aliquot and further dilute in 0.1 M phos¬ 
phate buffer, pH 4.5, to the reference 
concentration, and proceed as directed 
in § 141c.201(a)(8). The potency is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
of chlortetracycline hydrochloride per 
suture that it is represented to contain. 

(b) Sterility. Using individual su¬ 
tures, proceed as directed in § 141a.2 of 
this chapter, except that neither penicil¬ 
linase nor the control tube is used in the 
test for bacteria. 

(c) Moisture. Using 10 sutures, pro¬ 
ceed as directed in § 141a.5 of this 
chapter. 


§ 141c.248 Rolitetracycline. 

(a) Potency. Dry the rolitetracycline 
working standard (obtained from the 
Pood and Drug Administration) for 3 
hours at 60° C. under 5 millimeters or 
less pressure. Weigh a sufficient amount 
and proceed as directed in § 141c.201(a) 
(8) of this chapter, except: 

(1) Prepare the standard stock solu¬ 
tion by dissolving an appropriate 
amount of the working standard in suf¬ 
ficient methanol to give a concentration 
of 1,000 fig. per milliliter. This stock 
solution may be kept in refrigerator for 
5 days. 

(2) Dissolve the sample to be tested 
in sufficient methanol to give an appro¬ 
priate stock solution. Further dilute in 
M/ 10 monopotassium phosphate buffer, 
pH 4.5, to give an estimated concentra¬ 
tion of 0.24 fig. per milliliter. 

(b) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, using a test dose 
of 0.5 milliliter of an aqueous solution 
containing 2 milligrams per milliliter. 

(c) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter. 

(d) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using an 
aqueous solution containing 10 milli¬ 
grams per milliliter. 
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, , Absorptivity. Proceed as directed 
I s l 41 c. 218 (e), except calculate on the 
I anhydrous basis* 

1 d) Crystallinity. Proceed as directed 
in? I41a.5(c) of this chapter. 
i (e) Identity. Place approximately 
milligrams of the sample to be tested 
I in a test tube, add 5 mUliliters of 1 N 
I NaOH and heat gently to boiling for 
X, ut is seconds. (The musty, amine- 
like odor of pyrrolidine is detectable.) 
Sow to cool to room temperature. The 
I dear solution has a deep Burgundy-red 
I color. 

I § 141c.249 Rolitetracycline for intra¬ 
venous use. 

(a) Potency. Reconstitute the sample 
js directed on the label. Using a suit¬ 
able syringe, withdraw a one-dose 
J aliquot and place in a flask. Add suffi- 
I dent methanol to give a solution con¬ 
taining 1 milligram per milliliter 

(estimated), and proceed as directed in 
§ I41c.248(a). Its potency is satisfac¬ 
tory if it contains not less than 90 per¬ 
cent of the number of milligrams that it 
is represented to contain. 

(b) Sterility . Proceed as directed in 
§ 141C.201 (b). 

(c) Toxicity. Proceed as directed in 
§141c.248(b). 

(d) Pyrogens. Proceed as directed in 
§ 141C.218 (c). 

(e) Histamine. Proceed as directed 
in § 141b. 105 of this chapter, using as a 
test dose 0.6 milliliter per kilogram of a 
solution containing 5 milligrams per 
milliliter prepared by using sodium chlo- 

| ride solution as the diluent. 

(f) Moisture. Proceed as directed in 
§ 141a.5(a> of this chapter. 

(g) pH. Proceed as directed in § 141a.5 

(b) of this chapter, using an aqueous 

I solution containing 10 milligrams per 
milliliter. 

§ 141c.250 Rolitetracycline for intra¬ 
muscular use. 

(a) Potency. Proceed as directed in 
§ 141c.249 (a). Its potency is satisfac¬ 
tory if it contains not less than 90 per¬ 
cent of the number of milligrams that it 
is represented to contain. 

(b) Sterility. Proceed as directed in 
§ 141c.201 (b). 

(c) Pyrogens. Proceed as directed in 
§ 141c.218 (c). 

(d) Moisture. Proceed as directed in 
§141a.5(a) of this chapter. 

(e) pH. Proceed as directed in 
§141a.5(b) of this chapter, using an 
aqueous solution containing 10 milli¬ 
grams per milliliter. 

(f) Histamine in the rolitetracycline 
used in making the hatch. Proceed as 
directed in § 141b.l05 of this chapter, 
using as a test dose 0.6 milliliter per kilo¬ 
gram of a solution containing 5 milli¬ 
grams per milliliter prepared by using 
sodium chloride solution as the diluent. 

§ I41c.251 Demethylclilortetracycline 
hydrochloride. 

(a) Potency —( 1 ) Turbidimetric as- 
say—(i> x es t culture an d media. Pro¬ 
ceed as directed in § 141c.201(a) ( 8 ) (i). 


(ii) Working standard and solutions. 
Prepare a stock solution by dissolving an 
appropriate aliquot of the dried dem- 
ethylchlortetracycline hydrochloride 
standard in sufficient 0.1 N HC1 to give 
a concentration of 1000 fig. per milliliter. 
Keep in a glass-stoppered flask and store 
in a refrigerator for not more than 1 
week. Prepare solutions for the daily 
standard curve by diluting an aliquot of 
the stock solution in 0.1 M phosphate 
buffer, pH 4.5, to the following concen¬ 
trations: 0.060, 0.077, 0.100, 0.129, and 
0.167 fig. pdr milliliter. Place 1 milliliter 
of each concentration in each of three 
replicate tubes (16 mm. x 125 mm. out¬ 
side dimensions). To each tube add 9 
milliliters of inoculated broth described 
in subdivision (i) of this subparagraph, 
and place immediately in a water bath 
at 37° C. for 3 to 4 hours. Remove the 
tubes and add 0.5 milliliter of a 12- 
percent solution of formalin to each 
tube. 

(iii) Preparation of sample. Prepare 
an appropriate stock solution of the 
sample in 0.1 N HC1. Dilute further in 
pH 4.5 buffer to a final estimated concen¬ 
tration 0.10 fig. per milliliter. Add 1 mil¬ 
liliter of this final concentration to each 
of three replicate tubes and proceed as 
described for the standard solution tubes 
in subdivision (ii) of this subparagraph. 
After incubation and the addition of the 
formalin to all tubes (standard and 
sample), read the absorbance values in a 
suitable photoelectric colorimeter, using 
a wavelength of 530 nv-t. Set the instru¬ 
ment at zero absorbance with uninocu¬ 
lated broth. 

(iv) Estimation of potency. Plot the 
average values for each concentration of 
the standard on one-cycle semilogarith- 
mic graph paper with absorbance values 
on the arithmetic scale and concentra¬ 
tions on the logarithmic scale. Con¬ 
struct the best straight line through the 
points either by inspection or by means 
of the equation described in § 141C.231 
(a) (1) (v). Average the absorbance 


values for the sample and read the value 
from the standard curve. Multiply the 
concentration by appropriate dilution 
factors to obtain the demethylchlorte- 
tracycline hydrochloride content of the 
sample. 

(b) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, using as a test 
dose 0.5 milliliter of an aqueous solution 
containing 2 milligrams per milliliter. 

(c) Moisture. Proceed as directed in 
§ 141a.5 (a) or § 141a.26(e) of this 
chapter. 

(d) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using an 
aqueous solution containing 10 milli¬ 
grams per milliliter. 

(e) Absorptivity. Proceed as directed 
in § 141c.220(f). 

(f) Crystallinity. Proceed as directed 
in § 141a.5(c) of this chapter. 

(g) Identity. Exactly weigh a 40- 
milligram sample and place in a 200- 
milliliter volumetric flask. Add 100 mil¬ 
liliters of 0.1 N HC1 and place on a shaker 
until the sample is dissolved. Dilute to 
mark with 0.1 N HC1 and mix well. 
Transfer a 5.0-milliliter aliquot of the 
sample to each of two 50-milliliter volu¬ 
metric flasks. To one add 10.0 milli¬ 
liters of 6 N HC1 and to the other add 
10.0 milliliters of 3 N HC1. Treat a 
standard in the same manner as the 
sample. Place the acid-treated flask in 
an autoclave and turn on steam. The 
pressure should never exceed 10 pounds. 
Start timing when the temperature of 
the exhaust starts to rise. After 5 min¬ 
utes decrease the pressure so that it will 
be zero after a total time of 11 minutes. 
Remove the flasks and place in a cold 
water bath. When cool, dilute to mark 
with water and mix well. Using a suit¬ 
able spectrophotometer, place the 6 N 
HC1 treated sample into the reference 
cell and read against the 3 N HC1 treated 
sample at 368 m p. Reverse the order of 
the cells in the cell holder and read at 
430 m/i. 


(4368 sample4-4430 sample) (standard in milligrams per milliliter) 

(4368 standard-f4430 standard) (sample in milligrams per mUliliter) 


§ 141c.252 Capsules demethylchlor- 
tetracycline hydrochloride. 

(a) Potency. Using a high-speed 
blender, prepare an appropriate number 
of capsules in 500 milliliters of 0.1 N HC1 
and proceed as directed in § 141c.251(a). 
The average potency is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5(a) or § 141a.26(e) of this 
chapter. 

§ 141c.253 Demethylclilortetracycline. 

(a) Potency. Proceed as directed in 

§ 141c.251(a). r 

(b) Toxicity. Proceed as directed in 
§ 141c.220(c). 

(c) Moisture . Proceed as directed in 
§ 141a.5(a) or § 141a.26(e) of this 
chapter. 

(d) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using an 


aqueous solution containing 10 milli¬ 
grams per milliliter. 

(e) Absorptivity. Proceed as directed 
in § 141c.220(f). 

(f) Crystallinity. Proceed as directed 
in § 141a.5(c) of this chapter. 

(g) Identity. Using the demethyl- 
chlortetracycline hydrochloride as the 
standard, proceed as directed in 
§ 141c.251(g). The calculation shows a 
range for demethylchlortetracycline be¬ 
tween 0.97 and 1.17. 

§ 141c.254 Demethylclilortetracycline 
for oral suspension. 

(a) Potency. Reconstitute as directed 
in the labeling. Remove an appropriate 
aliquot and proceed as directed in 
§ 141c.251(a). Its potency is satisfac¬ 
tory if it contains not less than 85 percent 
of the number of milligrams that it is 
represented to contain. 

(b) Moisture. Proceed as directed in 
5 141a. 5 (a) or § 141a.26(e) of this chap¬ 
ter. 
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§ 141c.255 Demethylchlortetracycline 

syrup (demetliylchlortetracy cline 
oral drops). 

(a) Potency. Use an appropriate 
aliquot of the sample to be tested and 
proceed as directed in § 141c.251(a), Its 
potency is satisfactory if it contains not 
less than 85 percent of the equivalent 
number of milligrams of demethyl¬ 
chlortetracycline hydrochloride that it is 
represented to contain. 

(b) pH. Using the undiluted sample, 
proceed as directed in § 141a.5(b) of this 
chapter. 

§ 141c.256 Chlortetracycline hydrochlo¬ 
ride in oil oral veterinary. 

(a) Potency. Proceed as directed in 
§ 141c.202(a). The potency is satisfac¬ 
tory if it contains not less than 85 per¬ 
cent of the number of milligrams of 
chlortetracycline hydrochloride that it 
is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.8(b) of this chapter. 

§ 141c.257 Tetracycline-amphotericin B 
for oral syrup; tetracycline-ampho¬ 
tericin B for oral drops. 

(a) Potency —(1) Tetracycline con - 
tent. Proceed as directed in § 141c.236 
(a)(1). Its content of tetracycline is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
that it is represented to contain. 

(2) Amphotericin B content. Recon¬ 
stitute the powder as directed in the 
labeling of the drug. Transfer an ap¬ 
propriate aliquot to a volumetric flask 
and make to mark with dimethyl sulfox¬ 
ide. Remove an aliquot and dilute with 
dimethyl sulfoxide to give a concentra¬ 
tion of 20 micrograms per milliliter (esti¬ 
mated) . Further dilute this solution 
with 0.2 M phosphate buffer, pH 10.5, 
to give a concentration of 1.0 fig. per 
milliliter. Proceed as directed in para¬ 
graph (c) of this section. Its content of 
amphotericin B is satisfactory if it con¬ 
tains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5(a) or § 141a.26(e) of this 
chapter. 

(c) Amphotericin B used in making 
the powder —(1) Potency —(i) Plate as¬ 
say. Use the amphotericin B standard 
as the standard of comparison and pro¬ 
ceed as directed in § 141c.224 (b) (1) (i) 
through (b) (1) (viii), except that: 

(ii) Working standard. The ampho¬ 
tericin B standard is stored under a ni¬ 
trogen seal in the presence of a desic¬ 
cant at —15° C. to —20° C. Dry approx¬ 
imately 30 milligrams of the standard, 
using the method described in § 141a.5(a) 
of this chapter. Dissolve a weighed por¬ 
tion of the dried standard in sufficient 
dimethyl sulfoxide to give a stock solu¬ 
tion containing 1,000 fig. per milliliter. 
This solution should be used for 1 day 
only. 

(iii) Buffer. Use 0.2 M phosphate buf¬ 
fer, pH 10.5, with the following compo¬ 
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sition: Dipotassium phosphate, 35 grams; 
10 N NaOH, 2 milliliters. Make to 1 liter 
using distilled water. 

(iv) Preparation of sample. Dissolve 
the sample in sufficient dimethyl sulf¬ 
oxide to give a convenient stock solu¬ 
tion. Further dilute with dimethyl sulf¬ 
oxide to a concentration of 20 fig. per 
milliliter (estimated). Remove an ali¬ 
quot and dilute to a concentration of 1.0 
fig. per milliliter (estimated) using 0.2 M 
phosphate buffer, pH 10.5. 

(v) Standard curve. Dilute the work¬ 
ing stock solution with dimethyl sulfox¬ 
ide to give concentrations of 39.2, 28.0, 
20.0, 14.2, and 10.0 fig. per milliliter, re¬ 
spectively. Dilute one volume of each of 
these solutions with 19 volumes of phos¬ 
phate buffer, pH 10.5, to give final con¬ 
centrations of 1.96, 1.4, 1.0, 0.71, and 
0.5 micrograms per milliliter. The 1.0 
microgram per milliliter solution is the 
reference concentration. 

(2) Turbidimetric assay. Proceed as 
directed in § 141c.224(b) (1) (ix) with the 
following exceptions: 

(i) Culture media. Use ingredients 
that conform to the standards, if any, 
prescribed by the U.S.P. or N.F. 

(a) Make yeast-beef agar for carrying 
the organism as follows: 

Peptone_ 6.0 grams. 

Yeast extract—- 3.0 grams. 

Beef extract_ ’ _ 1.6 grams. 

Dextrose_ 1.0 gram. 

Agar:_ 15.0 grams. 

Distilled water to make.. 1,000 milliliters. 
pH 6.6 after sterilization. 

(b) Make yeast-beef broth for pre¬ 
paring an inoculum of the test or¬ 


ganism: 

Beef extract_ 1.5 grams. 

Yeast extract_6.5 grams. 

Peptone_ 5.0 grams. 

Tryptone___ 10.0 grams. 

Glucose___ 11.0 grams. 

Sodium chloride__3.5 grams. 

Dipotassium phosphate.. 3.68 grams. 

Monopotassium phos- 1.32 grams, 

phate. 

Distilled water to make.. 1,000 milliliters. 
pH 6.6 after steriliza¬ 
tion. 


(c) Make yeast-beef assay broth: 


Beef extract_ 1.5 grams. 

Yeast extract_ 1.5 grams. 

Peptone_ 5.0 grams. 

Glucose_ 11.0 grams. 

Sodium chloride_3.5 grams. 

Dipotassium phosphate_3.68 grams. 

Monopotassium phos- 1.32 grams, 
phate 

Distilled water to make_ 1,000 milliliters. 

pH 6.6 after steriliza¬ 
tion. 


In lieu of preparing the media from the 
individual ingredients as specified, they 
may be prepared from a dehydrated mix¬ 
ture which, when reconstituted with dis¬ 
tilled water, has the same composition 
as such media. Minor modifications of 
the specified individual ingredients are 
permissible if the resulting media pos¬ 
sess growth-promoting properties at 
least equal to the media described. 


(d) Working standard and standard 
solutions. Use the working standard I 
described in paragraph (c) (1) (ii) 0 f thh 1 
section. Dissolve in dimethyl sulfoxide I 
to obtain a concentration of 2 milligrams I 
per milliliter. Further dilute to obtain 
a concentration of 30 fig. per milliliter 
using 25 percent dimethyl sulfoxide (l 
part dimethyl sulfoxide plus 3 parts dis 
tilled water). Use 1 percent potassium I 
phosphate buffer, pH 6.0, and dilute to 
a concentration of 1 fig. per milliliter 
Further dilute this solution with dis¬ 
tilled water and prepare the standard 
curve containing concentrations of 0 
0.02, 0.03, 0.04, 0.05, 0.06, 0.07, 0.08, and 
0.10 fig. per tube. Add 1.0 milliliter of 
each concentration in each of 6 sterile 
20 millimeter x 150 millimeter test tubes. 

(e) Preparation of sample. Prepare 
the sample to be tested, using the same 
procedure as described for the standard 
solutions, obtaining 6 tubes each con¬ 
taining 0.05 fig. per tube. 

(/) Preparation of test organism. The 
test organism is Candida tropicalis 
(ATCC 13803), which is maintained on 
slants of agar described in subparagraph 
(2) (i) (a) of this paragraph. Prepare 
the daily inoculum by transferring the 
culture from a stock slant to 100 milli¬ 
liters of the broth described in sub- 
paragraph (2) (i) (b) of this paragraph 
and incubate for 16 hours to 18 hours at 
30° C., with constant shaking. 

( g ) Incubate all standard and sample 
tubes at 30° C. with constant shaking 
for 3 hours to 5 hours. 

(3) Toxicity. Administer orally, by 
means of a cannula or other suitable de¬ 
vice, to each of 5 mice, within the weight 
range of 18 to 25 grams, 0.4 milliliter of 
a suspension of the drug containing 50 
milligrams per milliliter in 0.5 percent 
gum acacia solution. If no animal dies 
within 48 hours, the sample is nontoxic. 
If one or more animals die within 48 
hours, repeat the test with 5 unused mice 
weighing 20 grams (±0.5 gram) each; 
if all animals survive the repeat test the 
sample is nontoxic. 

(4) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(5) pH. Using a 3.0 percent aqueous 
suspension, proceed as directed in 
§ 141a.5(b) of this chapter. 

(6) Identity. Accurately weigh 50.0 
milligrams of the sample into a dry 
50-milliliter volumetric flask. Add ex¬ 
actly 5 milliliters of dimethyl sulfoxide 
and dissolve. Make to mark with meth¬ 
anol and mix thoroughly. Pipet 4 milli¬ 
liters of this solution into a 50 -milliliter 
volumetric flask. Add methanol to the 
mark and mix thoroughly. The sample 
has absorption peaks at identical wave¬ 
lengths with that of the standard (272, 
282, 295, 362, 381, and 405 m fi). 

(7) Amphotericin A content—( i) 
Amphotericin A. On a semimicrobal¬ 
ance, weigh accurately about 5 milli¬ 
grams of an amphotericin A reference 
standard into a dry 50 -milliliter vol¬ 
umetric flask. Add exactly 5.0 milliliters 
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I , dimethyl sulfoxide and dissolve. 
I? to m ark with methanol and mix 
iT^nffhlv Pipet 4.0 milliliters of this 
I Konkin to a 50-milliliter volumetric 
Ifest Add methanol to mark and mix 

(^Amphotericin B. Accurately 
Jeh about 50.0 milligrams of an am- 
iSericin B working standard into a 
|;“ 50 -milliliter volumetric flask and 
■proceed as directed in subdivision (i) of 

I ''ffii^Sample^'use 50.0 milligrams of 
|t he sample to be tested, and proceed as 
■ Hirpcted in subdivision (i) of this sub¬ 
graph. The standards should be 
I used fori day only. 

I ( i v) Blank. Pipet 5.0 milliliters of 
I dimethyl sulfoxide into a 50-milliliter 
I volumetric flask. Make to mark with 
I methanol and mix. Pipet 4.0 milliliters 
I of this solution into a 50-milliliter vol- 
I umetric flask. Make to mark with 
I methanol and mix thoroughly. 

I (v) Procedure. Use a suitable quartz 
I spectrophotometer and 1-centimeter 
I silica cells. Adjust the instrument to 
I zero with the blank solution. Measure 
I the absorbancies of the solutions of 
I standard A, standard B, and the sample 
I at 304 m [i and at 282 my. Calculate the 
I absorptivity of each standard at both 
| wavelengths. 

I Percent amphotericin A 

[ (BX S s ) — (b XSi) ] X625 


' Weight of sample in grams X [ (B X a) 

-(bXA)] 


| where: 

A = absorptivity (1%. 1 cm.) of ampho¬ 
tericin A standard at 282 m/4. 

B— absorptivity (1%, 1 cm.) of ampho¬ 
tericin B standard at 282 m /i. 
a= absorptivity (1%, 1 cm.) of ampho¬ 
tericin A standard at 304 m/t. 
b = absorptivity (1%, 1 cm.) of ampho¬ 
tericin B standard at 304 m/4. 

Si= absorbance of sample at 282 m/4. 

S 2 = absorbance of sample at 304 m/4. 

§ 141c.258 Demetliylchlortetracycline 
hydrochloride ointment. 

(a) Potency. Proceed as directed in 
§141c.251(a), except prepare the sample 
as follows: Place a representative portion 
of the sample (usually 1.0 gram, ac¬ 
curately weighed) in a separatory funnel 
containing approximately 50 milliliters 
of peroxide-free ether. Shake ointment 
and ether until homogeneous. Shake 
with a 25-milliliter portion of 0.1 IV HC1. 
Remove the acid layer and repeat the 
extraction with three 25-milliliter quan¬ 
tities of 0.1 TV HC1. Combine the ex¬ 
tracts and make the proper estimated 
dilutions in 0.1 M monopotassium phos¬ 
phate buffer, pH 4.5. The sample may 
also be prepared by placing a representa¬ 
tive portion of the sample (usually 1.0 
gram, accurately weighed) in a glass 
blending jar containing 200 milliliters of 
0.1 N HC1. Using a high-speed blender, 
blend for 3 minutes and make proper 
estimated dilutions using 0.1 M mono¬ 
potassium phosphate buffer, pH 4.5. Its 
potency is satisfactory if it contains not 

No. 251—pt. II - 8 


less than 85 percent of the number of 
milligrams that it is represented to 
contain. 

(b) Moisture. Proceed as directed in 
§141a.8(b) of this chapter. 

§ 141c.259 Demethylclilortetracycline 
hydrochloride-nystatin capsules. 

(a) Potency —(1) Demethylchlortetra- 
cycline hydrochloride content. Using a 
high-speed blender, prepare an appro¬ 
priate number of capsules in 500 milli¬ 
liters of 0.1 TV HC1 and proceed as di¬ 
rected in § 141c.251(a). The average 
potency is satisfactory if it contains not 
less than 85 percent of the number of 
milligrams of demethylchlortetracycline 
hydrochloride that it is represented to 
contain. 

(2) Nystatin content. Proceed as di¬ 
rected in § 141c.224(a) (1) (ii). Its con¬ 
tent of nystatin is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented 
to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

§ 141c.260 Capsules tetracycline phos¬ 
phate complex-amphotericin B. 

(a) Potency —(1) Tetracycline phos¬ 
phate complex content. Proceed as 
directed in § 141c.204(a) for tetracycline 
phosphate complex capsules. Its potency 
is satisfactory if it contains the equiv¬ 
alent of not less than 85 percent of the 
number of milligrams of tetracycline 
hydrochloride that it is represented to 
contain. 

(2) Amphotericin B content. Prepare 
the sample for assay by placing a rep¬ 
resentative number of capsules in a 
blending jar with sufficient dimethyl 
sulfoxide to give a stock solution of con¬ 
venient concentration. Blend for 2 
minutes in a high-speed blender, then 
dilute an aliquot with sufficient dimethyl 
sulfoxide to give a concentration of 20 
micrograms per milliliter (estimated). 
Further dilute this solution with 0.2Tff 
phosphate buffer, pH 10.5, to give a 
concentration of 1.0 microgram per mil¬ 
liliter. Proceed as directed in § 141c.257 
(c). Its content of amphotericin B is 
satisfactory if it contains not less than 
85 percent of the number of milligrams 
that it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5(a) or § 141a.26(e) of this 
chapter. 

§ 141c.261 Tetracycline-novobiocin oral 
suspension (tetracycline-novobiocin 
oral drops; tetracycline-novobiocin 
syrup) • 

(a) Potency —(1) Tetracycline con¬ 
tent. Proceed as directed in § 141c.239 
(a) (1). Its tetracycline content is satis¬ 
factory if it contains not less than 85 
percent of the number of milligrams that 
it is represented to contain. 

(2) Novobiocin content. Proceed as 
directed in § 141c.239(a) (2). Its novo¬ 
biocin content is satisfactory if it con¬ 


tains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(b) pH. Using the undiluted sample, 
proceed as directed in § 141a.5(b) of this 
chapter. 

§ 141c.262 Tetracycline-amphotericin B 
syrup; tetracycline-amphotericin B 
oral drops. 

(a) Potency —(1) Tetracycline con¬ 
tent. Transfer an appropriate aliquot 
(usually from 1.0 milliliter to 5.0 milli¬ 
liters) to a 100-milliliter volumetric 
flask and make to mark with 0.1 TV HC1. 
Withdraw an aliquot from the volumetric 
flask and dilute to a concentration of 0.24 
microgram per milliliter (estimated) us¬ 
ing Tff/10 phosphate buffer, pH 4.5, and 
proceed as directed in § 141c.218(a). 
Its content of tetracycline is satisfactory 
if it contains not less than 85 percent of 
the number of milligrams that it is rep¬ 
resented to contain. 

(2) Amphotericin B content. Transfer 
an appropriate aliquot to a volumetric 
flask and make to mark with dimethyl 
sulfoxide. Remove an aliquot and dilute 
with dimethyl sulfoxide to give a con¬ 
centration of 20 micrograms per milli¬ 
liter (estimated). Further dilute this 
solution with 0.2 M phosphate buffer, 
pH 10.5, to give a concentration of 1.0 
microgram per milliliter. Proceed as 
directed in § 141c.257(c). Its content 
of amphotericin B is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(b) pH. Using the undiluted sample 
proceed as directed in § 141a.5(b) of this 
chapter. 

§ 141c.263 Demethylclilortetracycline- 
nystatin for oral suspension. 

(a) Potency —(1) Demethylchlortetra¬ 
cycline content. Reconstitute as direct¬ 
ed in the labeling. Remove an appro¬ 
priate aliquot (usually from 1.0 milliliter 
to 5.0 milliliters) and proceed as directed 
in § 141c.251(a). Its potency is satisfac¬ 
tory if it contains not less than 85 per¬ 
cent of the number of milligrams that it 
is represented to contain. 

(2) Nystatin content. Reconstitute as 
directed in the labeling. Transfer an 
appropriate aliquot (usually from 1.0 
milliliter to 5.0 milliliters) to a blending 
jar containing 150 milliliters of dimethyl- 
formamide. Blend for 2 minutes in a 
high-speed blender and then dilute an 
aliquot with sufficient dimethylforma- 
mide to give a concentration of 400 units 
per milliliter (estimated). Further 
dilute this solution with 10 percent phos¬ 
phate buffer, pH 6.0, to give a concen¬ 
tration of 20 units per milliliter (esti¬ 
mated) . Proceed as directed in § 141c.- 
224(b). Its content of nystatin is sat¬ 
isfactory if it contains not less than 85 
percent of the number of units that it 
is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5(a) or § 141a.26(e) of this 
chapter. 
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§ 141c.264 Chlortetracycline bisulfate. 

(a) Potency. Using a 3.0-gram sam¬ 
ple, proceed as directed in § 141c.201(a), 
except § 141c.201(a) (9). 

(b) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, using as a test 
dose 0.4 milliliter of an aqueous solution 
containing 2 milligrams of chloretetra- 
cycline hydrochloride equivalent per 
milliliter. 

(c) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(d) Butyl alcohol content —(1) Ceric 
nitrate reagent. Dissolve 20 grams of 
ceric ammonium nitrate ((NH 4 > 2 Ce 
(NO 3 ) 8-2H20) in 4 M HNO 3 and make up 
to 100 milliliters with 4 M HNO 3 . 

(2) Sample. Accurately weigh an 
amount of sample calculated to contain 
approximately 30 milligrams of butyl 
alcohol and transfer it to a 50-milliliter 
round-bottom distillation flask. Dissolve 
the sample in 25 milliliters of distilled 
water, add a small amount of antifoam 
agent, and connect to a condenser termi¬ 
nating in an adapter. The end of the 
adapter is inserted deep into a 25-milli¬ 
liter graduated cylinder, which stands 
in an ice water bath. Distill slowly un¬ 
til 7 to 8 milliliters have collected. Warm 
the distillate to room temperature, trans¬ 
fer to a 10-milliliter volumetric flask, 
using not more than 1 milliliter of water 
to rinse out the graduate, and make up 
to 10 milliliters. Pipette 5 milliliters of 
this into a test tube, add 2 milliliters of 
the ceric nitrate reagent, and mix. 

(3) Standard. Prepare a standard 
made by diluting 3 milliliters of reagent 
grade n-butyl alcohol with about 800 
milliliters of distilled water in a 1,000- 
milliliter volumetric flask, shaking until 
solution is complete, then diluting to the 
mark with water. Use 5 milliliters of 
this plus 2 milliliters of ceric nitrate 
reagent as the standard. 

(4) Blank solution. Prepare a blank 
made by mixing 5 milliliters of distilled 
water with 2 milliliters of the ceric ni¬ 
trate reagent. 

(5) Procedure. Use a suitable spec¬ 
trophotometer and 1-centimeter cells. 
Adjust the instrument to zero absorbance 
with the blank solution. Immediately 
read the absorbancies of the sample and 
the standard at 475 millimicrons. Cal¬ 
culate the percent butyl alcohol as 
follows: 

Percent butyl alcohol 

_ A sample X 0.003X10X0.81X100 

A standard x 0.98 X w * 

Where: 

A sample is the absorbance of the sample 
at 475 millimicrons; 

A standard is the absorbance of the butyl 
alcohol standard containing 0.003 milli¬ 
liter/milliliter; 

w is the weight of sample in grams; 

0.81 is the density of butyl alcohol; and 

The factor 0.98 corrects for incomplete re¬ 
covery of butyl alcohol in the distillation 
step. 


(e) Percent sulfate. Transfer an ac¬ 
curately weighed sample of approxi¬ 
mately 1.0 gram to a 250-milliliter 
beaker. Add about 100 milliliters of 
distilled water and stir to dissolve. Neu¬ 
tralize the solution to litmus paper with 
1:1 ammonium hydroxide, and warm. 
If precipitation occurs, filter and wash 
the filter paper with warm water. Neu¬ 
tralize the filtrate to litmus with 1:1 
HCL and add 4 milliliters excess. Bring 
the solution to a boil and add, with con¬ 
stant stirring, sufficient boiling 10 per¬ 
cent barium chloride solution to precipi¬ 
tate all the sulfate, and a slight excess. 
Digest on a steam bath for 1 hour. Filter 
through Whatman No. 40 filter paper or 
equivalent. Wash the precipitate with 
hot water until the washings give no test 
for chloride with O.IN silver nitrate solu¬ 
tion. Transfer the filter paper and pre¬ 
cipitate to a tared porcelain crucible. 
Dry over a low flame; then carefully 
burn off the filter paper. Finally, heat 
strongly but do not blast. Cool the 
crucible and weigh. After substracting 
the weight of the crucible, the residue is 
barium sulfate. By use of the following 
formula, calculate the percent sulfate in 
sample. 

Weight BaS0 4 X 0.4115 X 100 
-- W ei ght of sample - =percent sulfate. 

(f) Absorptivity. Accurately weigh 
approximately 100 miligrams of the sam¬ 
ple and place in a 100-milliliter volumet¬ 
ric flask. Dissolve the sample in ap¬ 
proximately 40 milliliters of distilled 
water by mixing thoroughly. Dilute to 
exactly 100 milliliters with distilled 
water and mix thoroughly. Transfer a 
10.0 milliliter aliquot of this solution to 
a 250-milliliter volumetric flask, dilute to 
mark with 0.1 N hydrochloric acid, and 
mix thoroughly. Determine the ab¬ 
sorbance of the solution at 368 millimi¬ 
crons compared with distilled water as 
a blank. Use a suitable spectrophoto¬ 
meter for the absorbance measurements. 
Absorptivity (1%, 1 cm.) 

_ Absorbance at 368 m/tX2,500x10 

Weight of sample in milligrams’ 

X (100 —M—B) 

Where: 

M= percent moisture in the sample; 

2?=percent butyl alcohol in the sample. 

(g) Crystallinity. Proceed as directed 
in § 141a.5(c) of this chapter. 

§ 141c.265 Chlortetracy cline bisulfate 
soluble powder veterinary. 

(a) Potency. Using an accurately 
weighed sample of approximately 500 
milligrams, proceed as directed in 
§ 141c.201(a) of this part, except 
§ 141c.201(a) (9). Its potency is satis¬ 
factory if it contains not less than 85 
percent and not more than 125 percent of 
the labeled potency. 

(b) Moisture. Proceed as directed 
in § 141a.5(a) of this chapter. 


PART 1 41 d—CHLORAMPHENICC 
AND CHLORAMPHENICOL-COhu 

TAINING DRUGS; TESTS Am 
METHODS OF ASSAY " 


Sec. 
141d.301 
141d.302 

141d.303 

141d.304 

141d.305 

141d.306 

141d.307 


141d.308 

141d.309 


141d.310 

141d.311 


141d.312 

141d.313 

141d.314 

141d.315 

141d.316 


Chloramphenicol. . 

Chloramphenicol capsules; po t e J 

Chloramphenicol ointment- 
tency. 

Chloramphenicol ophthalmic 
Chloramphenicol palmitate 1 
Chloramphenicol palmitate orJ 
suspension. \ 

Chloramphenicol solution; chlorj 
amphenicol for aqueous InjecJ 

Chloramphenicol otic; chloramJ 
phenicol topical. 

Chi oramphenicol - s t r e p 1 0 m y. 
cin capsules; chloramphenicol-l 
dihydrostreptomycin capsules 
Chloramphenicol tablets. 
Chloramphenicol palmltate-strep. 
tomycin oral suspension; chin 
amphenicol palmitate-dihydn>. 
streptomycin oral suspension. 
Chloramphenicol-neomycin 

ment. 

Chloramphenicol-polymyxin oint¬ 
ment; potency. 

Chloramphenicol sodium sued, 
nate. 

Chloramphenicol sodium 0lw *i 
nate for acqueous injection 
Chloramphenicol - paromomyci 
ointment. 

Authority: §§ 141d.301 to 141d.316 issued I 
under sec. 507, 59 Stat. 463, as amended 
21 U.S.C. 357. 

§ 141d.301 Chloramphenicol. 

(a) Potency— (1) Cylinders (cups).I 
Use cylinders described under §141a.l] 
(a) of this chapter. 

(2) Culture media. Use the medium| 
described under § 141a.l (b) (1) of this 
chapter for both the seed layer and the 
base layer. Use the nutrient broth de¬ 
scribed under § 141a.1 (b) (3) of this! 
chapter for preparing a suspension of thei 
test organism. 

(3) Working standard. Dissolve a 
weighing of the standard in sufficient 
ethyl alcohol to give a solution of 10,000 
micrograms per milliliter. Further 
dilute in 1 percent phosphate buffer, pH 
6.0, to give a stock solution of 1,000 
micrograms per milliliter. This stock 
solution may be used for 1 month if 
stored in a refrigerator. The working 
standard is prepared from the stock 
solution by diluting a portion with 1 per¬ 
cent phosphate buffer, pH 6.0, to a con¬ 
centration of 50 micrograms per milli¬ 
liter. 

(4) Preparation of sample. Prepare 
the sample to be tested by dissolving in 
a small amount of ethyl alcohol and then 
further dilute in 1 percent phosphate 
buffer pH 6.0 to make an appropriate j 
stock solution. 

(5) Preparation of suspension. The 
test organism is Sarcina lutea (P. C. I. 
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I,-,, Maintain the test organism on 
Mts of nutrient agar prepared as to 
'Paragraph (2) of this paragraph and 
S to a fresh agar slant once a 

pk Prepare a suspension of the test 
intern as follows: Streak an agar 
heavily with the test organism. 
Si the growth off in about 3 milliliters 
!f nutrient broth. Use the suspension so 
lamed to inoculate the surface of a 
roux bottle containing 300 milliliters of 
Z nutrient agar. Spread the suspen- 
Son over the entire surface with the aid 
nf.sterile glass beads. Incubate for 24 
hours at 26° C. Wash the growth from 
the agar surface with 20 milliliters of. 
nutrient broth prepared as in subpara¬ 
graph (2) of this paragraph. If an ali- 
Lt of this bulk suspension, when 
diluted with nutrient broth 1:10, gives a 
10 percent light transmission in a suit¬ 
able photoelectric colorimeter equipped 
W ith a filter having a wave length of 6500 
Angstrom units, it is satisfactory for use. 
It may be necessary to adjust the bulk 
suspension by dilution so that an aliquot 
of the adjusted suspension diluted 1:10 
gives 10 percent light transmission. 
(The adjusted bulk suspension only, and 
not the i: 10 dilution of it, is used in pre¬ 
paring the seed layer.) The bulk sus¬ 
pension may be used in the test for 1 
month. Add 1 to 1.5 milliliters of the 
adjusted bulk suspension to 100 milli¬ 
liters of agar which has been melted and 
cooled to 48° C. 

(6) Preparation of plates. Add 21 
milliliters of the agar prepared as in sub- 
paragraph (2) of this paragraph to each 
Petri dish (20 x 100 millimeters). Dis¬ 
tribute the agar evenly in the plates and 
allow it to harden. Use the plates the 
same day they are prepared. Add 4 
milliliters of the inoculum prepared as in 
subparagraph (5) of this paragraph for 
each plate, tilting the plates back and 
forth to spread the inoculated agar 
evenly over the surface. 

(7) Assay. Place six cylinders on the 
inoculated agar surface so that they are 
at approximatelv 60° intervals on a 2.8- 
centimeter radius. Use three plates for 
each sample. Pill three cylinders on 
each plate with the 50 micrograms per 
milliliter standard and three cylinders 
with the 50 micrograms per milliliter (es¬ 
timated) sample, alternating standard 
and sample. At the same time, prepare 
a standard curve by diluting the stock 
standard solution with 1 percent phos¬ 
phate buffer, pH 6.0, to give final con¬ 
centrations of 32.0, 40.0, 50.0, 62.5, and 
78.1 micrograms per milliliter. A total of 
12 plates is used in the preparation of 
the standard curve, three plates for each 
solution except the 50 micrograms per 
milliliter solution. The latter concen¬ 


tration is used as the reference point and 
is included on each plate. On each of 
three plates fill three cylinders with the 
50 micrograms per milliliter standard 
and the other three cylinders with the 
concentration of the standard under test. 
Thus, there will be thirty-six 50-micro¬ 
gram determinations and nine determi¬ 
nations for each of the other points on 
the curve. Incubate the plates for 16 
to 18 hours at 32° C.-35° C. and measure 
the diameter of each circle of inhibi¬ 
tion. Average the readings of the 
50 micrograms per milliliter concen¬ 
tration and the readings of the point 
tested for each set of three plates, and 
average also all 36 readings of the 50 
micrograms per milliliter concentration. 
The average of the 36 readings of the 50 
micrograms per milliliter concentration 
is the corrration point for the curve. 
Correct the average value obtained for 
each point to the figure it would be if the 
50 micrograms per milliliter readings for 
that set of three plates were the same 
as the correction point. Thus, if in cor¬ 
recting the 40 micrograms per milliliter 
concentration the average of the 36 read¬ 
ings of the 50 micrograms per milliliter 
standard is 18.0 millimeters, and the 
average of the 50 micrograms per milli¬ 
liter concentration of this set of plates 
is 17.8 millimeters, the correction is 0.2 
millimeter. If the average reading of the 
40 micrograms per milliliter concentra¬ 
tion of these same three plates is 17.0 
millimeters, the corrected concentration 
of these same three plates is 17.0 milli¬ 


meters, the corrected value is then 17.2 
millimeters. 

Plot these corrected values, including 
the average of the 50 micrograms per 
milliliter concentrations on two-cycle 
semilog paper, using the concentration in 
micrograms per milliliter as the ordinate 
(the logarithmic scale) and the diameter 
of the zone of inhibition as the abscissa. 
Draw the standard curve through these 
points. To estimate the potency of the 
sample, average the zone readings of the 
standard and the zone readings of the 
sample on the three plates used. If the 
sample gives a larger zone size than the 
average of the standard, add the differ¬ 
ence between them to the 50 micrograms 
per milliliter unit zone on the standard 
curve. If the average value is lower than 
the standard value, subtract the differ¬ 
ence between them from the 50 micro¬ 
grams per milliliter unit value on the 
curve. From the curves read the poten¬ 
cies corresponding to these corrected 
values of zone sizes. 

(8) Spectrophotometric method. In 
lieu of the plate-assay method described, 
the following method may be used: Dis¬ 
solve the working standard and the sam¬ 
ple to be tested in sufficient water to give 
solutions containing 20 micrograms per 
milliliter. Warm if necessary to hasten 
solution. When cool, determine the ab¬ 
sorbance of each solution in a suitable 
spectrophotometer at 278 m/* compared 
with distilled water as a blank. Calcu¬ 
late the absorptivity (1%, 1 cm.) as 
follows: 


Absorbance at 278 m/4 X 1,000 
Absorptivity j^iiig rams G f sample (in 100 milliliters) 

Calculate the potency of the sample as follows: 

Absorptivity of sample ^ i t ooo = micrograms of chloramphenicol per milligram. 
Absorptivity of standard 


(9) Chloramphenicol content. The 
potency of chloramphenicol is satisfac¬ 
tory, when assayed by the methods de¬ 
scribed in this section, if the immediate 
containers contain 85 percent of the 
number of grams they are represented 
to contain. 

(b) Sterility. Proceed as directed in 
§ 141C.201 (b) of this chapter. 

(c) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, using as a test 
dose 0.5 milliliter of a solution contain¬ 
ing 2 milligrams per milliliter. Use 
physiological salt* solution as the diluent. 

(d) Pyrogens. Proceed as directed in 
§ 141a.3 of this chapter, using as a test 
dose 1.0 milliliter per kilogram of a solu¬ 
tion containing 5 milligrams per milli¬ 
liter. Use physiological salt solution as 
the diluent. 


(e) Histamine. Proceed as directed 
in § 141b.105 of this chapter, using as a 
test dose 0.6 milliliter per kilogram of a 
solution containing 5 milligrams per mil¬ 
liliter prepared by application of heat. 

(f) pH. Proceed as directed in § 141a.5 
(b) of this chapter using a saturated 
aqueous solution. 

(g) Specific rotation. Accurately 
weigh approximately 1.25 grams of the 
sampledn a 25-milliliter glass-stoppered 
volumetric flask and dissolve in about 15 
milliliters with absolute alcohol, warm¬ 
ing if necessary. Dilute the solution to 
25 milliliters with absolute alcohol and 
mix thoroughly. Transfer the solution 
to a 200-millimeter tube, determine the 
angular rotation in a suitable polarime- 
ter, using sodium light or a 5893 Ang¬ 
strom filter, and calculate the specific 
rotation. 
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RULES AND REGULATIONS 


Add 25 milliliters of 0.1 M potassium 
phosphate buffer, pH 8.0, and shake. 
Allow the layers to separate. Remove 
the buffer layer and repeat the extrac¬ 
tion at least three times with additional 
portions of buffer and any additional 
times necessary to insure complete ex¬ 
traction. Make the proper estimated 
dilution with buffer and proceed as di¬ 
rected in § 141e.410 (b) (1) of this 

chapter. Its content of neomycin is sat¬ 
isfactory if it is not less than 85 percent 
of that which it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.7 (c) of this chapter. 

§ 141 d. 313 Chloramphenicol-polymyxin 
ointment; potency. 

(a) Chloramphenicol content. Pro¬ 
ceed as directed in § 141d.303. Its 
chloramphenicol content is satisfactory 
if it contains not less than 85 percent of 
the number of milligrams per gram that 
it is represented to contain. 

(b) Polymyxin content . Proceed as 
directed in § 141b.ll2 (b) ( 1 ) of this 
chapter, except in lieu of the directions 
in § 141b.112 (b) ( 1 ) (vii) of this chapter 
for the preparation of the sample, pre¬ 
pare the sample as follows: Place an 
accurately weighed sample (usually ap¬ 
proximately 1.0 gram) in a separatory 
funnel containing approximately 50 mil¬ 
liliters of peroxide-free ether, and shake 
the sample and ether until homogeneous. 
Add 25 milliliters of 10-percent potas¬ 
sium phosphate buffer, pH 6.0, and shake. 
Remove the buffer layer and repeat the 
extraction with three additional 25-mil¬ 
liliter portions of buffer. Combine the 
extractives and make the proper esti¬ 
mated dilutions, using the buffer solu¬ 
tion, except that, if the sample contains 
a water-soluble base, place an accurate¬ 
ly weighed representative sample in a 
blending jar containing 1.0 milliliter of 
polysorbate 80 and sufficient 10 percent 
potassium phosphate buffer, pH 6.0, to 
give a final volume of 200 milliliters. 
Using a high-speed blender, blend the 
mixture for 2 minutes to 3 minutes and 
then make the proper estimated dilu¬ 
tions with 10 percent phosphate buffer, 
pH 6.0. Its content of polymyxin is sat¬ 
isfactory if it contains not less than 85 
percent of the number of units per gram 
that it is represented to contain. 

§ 141d.314 Chloramphenicol sodium 

succinate. 

(a) Potency (by spectrophotometric 
assay) —(l) Working standard. 
Prepare the standard stock solution by 
dissolving an appropriate amount (accu¬ 
rately weighed) of the chloramphenicol 
working standard in sterile distilled 
water to give a solution containing 20 fig 
per milliliter. Using a suitable spec¬ 
trophotometer, determine the 
absorbance of the solution in a 1 -centi¬ 
meter cell at 278 m /i compared with 
distilled water as a blank. Calculate 
the absorptivity ( 1 %, 1 cm.) as follows: 
a _ Absorbance at 278 m/i 

Grams of standard per 100 milliliters* 

( 2 ) Procedure. Dissolve the sample 
to be tested in sufficient sterile distilled 
water to give a solution containing 30 M g. 


per milliliter. Using a suitable spec- meter cell at 276 m„ comno. ^ 
troohotometer. determine t.hA riveting 0I ? pare d Wife I 


-, - the distilled water as a blank Calm?] V _ 

absorbance of the solution in a 1 -centi- absorptivity as follows: ^ aicul atetl 


Absorbance at 276 m p. 


Grams of sample per 100 milliliters ‘ 
Calculate the potency of the sample as follows: 


a of sample ■ 

a of standard X1 ‘° 00=M1CrOSrama of chloramphenicol per milligram of ehlorampheni. Ill 

sodium succinate. v en ' lii 


(b) Sterility . Using 40 milligrams 
from each container tested, proceed as 
directed in § 141a.2 of this chapter, ex¬ 
cept that neither penicillinase nor the 
control tube is used in the test for 
bacteria. 

(c) Toxicity. Use sterile physiological 
salt solution as the diluent, and proceed 
as directed in § 141a.4 of this chapter, 
using as a test dose 0.5 milliliter of a 
solution containing 2 milligrams of 
chloramphenicol activity per milliliter. 

(d) Pyrogens. Use sterile physio¬ 
logical salt solution as the diluent and 
proceed as directed in § 141a.3 of this 
chapter, using as a test dose 1.0 milliliter 
per kilogram, of a solution containing 
5 milligrams of chloramphenicol activity 
per milliliter. 

(e) Histamine. Proceed as directed 
in § 141b. 105 of this chapter, using as a 
test dose 0.6 milliliter per kilogram of 
a solution containing 5 milligrams of 
chloramphenicol activity per milliliter. 

(f) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter. 

(g) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using an 
aqueous solution containing 200 milli¬ 
grams per milliliter. 


(h) Specific rotation. Accurai 
weigh the sample to be tested in a vnii 
metric ^flask and dilute with suffice 
distilled water to give a solution contai 
ing approximately 50 milligrams 
milliliter. Transfer the solution to a t 
of 1 -decimeter length and determine 
angular rotation in a suitable pola 
meter, using sodium light or a 589 3-n 
filter, and calculate the specific rotatioi 

§ 141d.315 Chloramphenicol 8 odi 
succinate for aqueous injection. 

(a) Potency . Dissolve the entire coi 
tents of each vial to be tested in tl 
minimum volume of distilled watl 
recommended in the labeling, withdraw 
the entire removable contents and fui 
ther dilute with sufficient distilled wate 
to give a concentration of 20 Mg. pe 
milliliter of chloramphenicol (esti 
mated). With a suitable spectrophoton| 
eter, determine the absorbance of th 
solution in a 1 -cm. cell at 276 mu co 
pared with distilled water as a bla: 
Also determine the absorptivity (1%, 
cm.) at 278 m^ of an aqueous solution c 
the chloramphenicol standard containin 
exactly 20 fig. per milliliter. 


Potency per vial = Absorbance °* sample X 500 x labeled potency of vial 


Absorptivity of standard 


Its potency is satisfactory if it contains 
not less than 90 percent of the chloram¬ 
phenicol activity that it is represented 
to contain. 

(b) Sterility. Proceed as directed in 
§ 141d.314(b). 

(c) Toxicity. Proceed as directed in 
§ 141d.314(c). 

(d) Pyrogens. Proceed as directed in 
§ 141d.314(d). 

(e) Histamine. Proceed as directed 
in § 141d.314(e). 

(f) Moisture. Proceed as directed in 
§ 141d.314(f). 

(g) pH. Proceed as directed in 
§ 141d.314(g). 

§ 141d.316 Giloramphenicol-paromoniy- 
cin ointment. 

(a) Potency —(l) Chloramphenicol 
content —(i) Microbiological assay. 
Proceed as directed in § 141d.303. 

(ii) Chemical assay —(a) Hydrocorti¬ 
sone standard. Dissolve an accurately 
weighed sample of hydrocortisone ace¬ 
tate (30 milligrams to 50 milligrams) in 
sufficient methyl alcohol to give a con¬ 
centration of 1 milligram per milliliter. 
Remove a suitable aliquot and dilute to 
a concentration of 20 micrograms per 
milliliter, using methyl alcohol. Deter¬ 
mine the absorbance at 242 mji and 274 


--—— -i 

m/i, respectively, and calculate the ab 
sorptivities, °7ic242, a 7ic274. 

(b) Chloramphenicol standard. Dis 
solve an accurately weighted sample (3 
milligrams to 50 milligrams) of thechlo 
ramphenicol working standard in suf 
ficient methyl alcohol to give a con 
centration of 1 milligram per millilitei 
Remove a suitable aliquot and dilute t< 
a concentration of 20 micrograms pe 
milliliter, using methyl alcohol. Deter 
mine the absorbance of 242 m m and 27 
m/i, respectively, and calculate the ab 
sorptivities, “c/i242, 8 cft274. 

(c) Sample for assay. Place the sam¬ 
ple to be tested (approximately 1.0 gran 
of ointment, accurately weighed) intx 
a 500-milliliter volumetric flask. Add 
20 milliliters of cyclohexane and agitate 
until the ointment is thoroughly dis 
persed. Add 200 milliliters of methy 
alcohol and mix. Make to mark with 
methyl alcohol. Mix well. Remove a 
suitable portion and centrifuge until 
clear. Determine its absorbance at 242 
m n and 274 m/x G4242, A274) against a 
blank prepared by diluting 2.0 milliliters 
of cyclohexane with methyl alcohol to 
give 50 milliliters. Read in a suitable 
spectrophotometer in a 1- centimeter cell, 
and calculate as follows: 
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hydrocortisone 
weight) — 


content (% weight/ 


where: 

«/ic242= 

•hc2U- 

| >ch2t2- 

«c/i274= 

A242 = 
A274= 


(1 ^274)(A242)-( fl c7i242) (A274) ] X5X 100 
'^^c2^2)T^h2 r J^) — ( a 7ic274) ( a c/i242) J 
x weight of sample in grams 

“chloramphenicol content (% weight/ 
weight) = 

I(.ftc242) (4274) - (*ftc274) (4242) ] X 5 X 100 
[ ^^2Ti)Jihe2^) - (-C71242) («ftc274) ] 

X weight of sample in grams 

absorptivity (1 cm., 1%) of hydro¬ 
cortisone standard at 242 m/4. 

: absorptivity (1 cm., 1%) of hydro¬ 
cortisone standard at 274 m/c. 
absorptivity (1 cm., 1%) of chlor¬ 
amphenicol standard at 242 m/4, 
absorptivity (1 cm., 1%) of chlor¬ 
amphenicol standard at 274 m/4, 
absorbance of sample at 242 m/4, 
absorbance of sample at 274 m/4. 

,jen assayed by either of the above 
Jethods, its chloramphenicol content is 
atisfactory if it contains not less than 
1)5 percent of the number of milligrams 
1 iat it is represented to contain. 

(2) Paromomycin content. Proceed 
directed in paragraph (b) (1) of this 
ction, except prepare the sample as 
follows: Place an accurately weighed 
epresentative sample (usually 1.0 gram 
Df the ointment) in a blending jar con- 
lining 1 milliliter of concentrated poly- 
)rbate 80 and 248 milliliters of 0.1 M 
jtassium phosphate buffer (pH 8.0). 
Jsing a high-speed blender, blend the 
cture for 2 minutes and make the 
oper estimated dilutions in 0.1 M 
[potassium phosphate buffer, pH 8.0. 

Ilts paromomycin content is satisfactory 
|if it contains not less than 85 percent 
of the number of milligrams that it is 
represented to contain. 

(b) Paromomycin sulfate used in 
taking the ointment —(1) Potency. 

I(i) Proceed as directed in § 141c.231(c) 
|(1) of this chapter, except that: 

(c) In lieu of the directions in 
|! 141c.231(c) (1) (iii) of this chapter, pre¬ 
pare the standard as follows: Dissolve a 
|suitable weighed quantity (usually 25 

" (rams or less) of the working stand¬ 
ard in sufficient 0.1 AT potassium phos¬ 
phate buffer, pH 8.0, to give a concentra¬ 
tion of 1,000 micrograms of paromomy¬ 
cin per milliliter. This stock solution 
may be kept in the refrigerator for 3 
|weeks. 

(b) In lieu of the directions in 
U41c.231(c) (1) (iv) of this chapter, di¬ 
lute the sample to a final, concentration 
of 1.0 microgram per milliliter (esti¬ 
mated) . 

(c) in lieu of the concentrations for 
he standard curve as prescribed in 
i 141c.231 (c) (1) (vii) of this chapter, 
Prepare concentrations of 0.64, 0.80, 
J °0,1.25, and 1.56 micrograms per milli¬ 
liter. The 1.00 microgram per milliliter 
[solution is the reference concentration. 

( ib As an alternative method, proceed 
as directed in § 141b.l01 (a) through (i) 

|°f this chapter, except that: 

(a) in lieu of the directions in § 141b.- 
[101(b) of this chapter, prepare the nu- 
I a sar for the base and seed layers 
as follows: 


Beef extract-6.0 gm. 

Peptone_ 10.0 gm. 

Agar_15.0 gm. 

Distilled water q.s_ 1,000.0 ml. 


pH 7.8-8.0 after sterilization. 

(£>) Prepare the standard stock solu¬ 
tion as described in subdivision (i) (a) 
of this subparagraph, and in lieu of the 
concentrations for the standard curve 
as prescribed in § 141b.101(d) of this 
chapter, prepare concentrations of 1.28, 
1.6, 2.0, 2.5, and 3.12 micrograms per 
milliliter from this stock solution and 
use the 2.0 micrograms per milliliter 
concentration as the reference point. 

(c) In lieu of the directions in 
§ 141b. 101(e) of this chapter, dilute the 
sample to a final concentration of 2.0 mi¬ 
crograms per milliliter (estimated). 

(2) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using a 3.0 
percent aqueous solution. 

(3) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(4) Specific rotation. Accurately 
weigh approximately 1.25 grams of the 
sample into a 25-milliliter volumetric 
flask. Dissolve in a few milliliters of 
water, add water to volume, and mix. 
Transfer the solution to a 200-millimeter 
tube, determine the angular rotation in 
a suitable polarimeter, using a sodium 
light or 5893 Angstrom filter, and calcu¬ 
late the specific rotation. 

(5) Ash content. Place a 1-gram 
sample in a tared, heavy, metal-free 
evaporating dish, and add 2 milliliters of 
concentrated H2SO4. Completely char 
on low flame, raising the temperature 
gradually until fumes of SO3 disappear. 
Ignite at dull-red heat or in a muffle 
furnace at 1,100° P. 


PART 141 e—BACITRACIN AND BACI¬ 
TRACIN-CONTAINING DRUGS; 
TESTS AND METHODS OF ASSAY 

Sec. 

141e.401 Bacitracin. 

141e.402 Bacitracin ointment; zinc baci¬ 
tracin ointment. 

141 e.403 Bacitracin tablets; zinc bacitracin 
tablets; bacitracin methylene di¬ 
salicylate tablets. 

141e.404 Bacitracin troches; zinc bacitracin 
troches. 

141e.405 Bacitracin with vasoconstrictor. 

141e.406 Bacitracin-tyrothricin troches; 

zinc bacltracin-tyrothricin 
troches. 

141e.407 Bacitracin-tyrothricin ointment. 

141e.408 Bacitracin ophthalmic. 

141e.409 Bacitracin - polymyxin ointment; 

zinc bacitracin-polymyxin oint¬ 
ment. 

141e.410 Bacitracin-neomycin tablets; zinc 
bacitracin-neomycin tablets; 
bacitracin methylene disalicyl¬ 
ate-neomycin tablets. 

141e.411 Bacitracin-n e o m y c i n ointment; 

zinc bacitracin-neomycin oint¬ 
ment. 

141e.412 Bacitracin-polymyxin tablets. 

141e.413 Bacitracin-neomycin troches; zinc 
bacitracin-neomycin troches. 

141e.414 Bacitracin-neomycin with vaso¬ 
constrictor. 

141e.415 Bacitracin-polymyxin troches; zinc 
bacitracin-polymyxin troches. 

141e.416 Bacitracin methylene disalicylate. 

141e.417 Powder bacitracin methylene di¬ 
salicylate and streptomycin sul¬ 
fate oral veterinary. 


Sec. 

141e.418 

141e.419 

141e.420 


141e.421 

1416.422 

141e.423 

141e.424 

141e.425 

141e.426 

141e.427 


141e.428 

141e.429 

141e.430 

141e.431 


Zinc bacitracin (bacitracin zinc 
salt). 

Bacitracin - neomycin - polymyxin 
troches; zinc bacitracin-neomy¬ 
cin-polymyxin troches. 

Bacitracin - tyrothricin - neomycin 
troches; bacitracin-gramicidin- 
neomycin troches; zinc baci- 
tracin-tyrothricin-neomycin tro¬ 
ches; zinc bacitracin-gramicidin- 
neomycin troches. 

Bacitracin - neomycin - polymyxin 
tablets. 

Bacitracin - polymyxin - neomycin 
ointment. 

Soluble bacitracin methylene 

disalicylate. 

Bacitracin - neomycin - polymyxin 
with vasoconstrictor. 

Bacitracin powder. 

Tablets bacitracin methylene 
disalicylate and streptomycin 
sulfate oral veterinary. 

Feed grade bacitracin powder oral 
veterinary; (crude bacitracin 
powder oral veterinary; unre¬ 
fined bactracin powder oral vet¬ 
erinary); feed grade zinc ba¬ 
citracin powder oral veterinary 
(crude zinc bacitracin powder 
oral veterinary, unrefined zinc 
bactracin powder oral veteri¬ 
nary) . 

Capsules bacitracin methylene dl- 
salicylate and streptomycin sul¬ 
fate oral veterinary. 

Bacitracin-neomycin in oil veteri¬ 
nary. 

Bacitracin - neomycin - polymyxin 
powder topical; zinc bacitracin- 
neomycin-polymyxin powder 
topical. 

Feed grade manganese bacitracin 
powder oral veterinary. 


Authority: §§ 141e.401 to 141e.431 issued 
under sec. 507, 59 Stat. 463, as amended; 21 
U.S.C. 357. 


§ 141e.401 Bacitracin. 

(a) Potency —(1) Plate assay. Using 
the standard curve technique, proceed 
as directed in § 141a.1(h) of this chapter, 
with the following exceptions: 

(i) Dry the working standard (ob¬ 
tained from the Food and Drug Admin¬ 
istration) for 3 hours at 60° C. under 5 
millimeters or less pressure. Weigh a 
sufficient amount to make a convenient 
stock solution and dilute in 1 percent 
phosphate buffer, pH 6.0. The stock 
solution when refrigerated may be used 
for two weeks. The stock solution may 
also be preserved for at least two months 
by freezing in small aliquots. Each ali¬ 
quot should be sufficient for 1 day’s use 
only. Make all dilutions of the stock 
solution for the assay with 1 percent 
phosphate buffer. 

(ii) Dissolve the sample to be tested in 
1-percent phosphate buffer and make 
dilutions with the same solvent to one 
unit per milliliter (estimated). 

(iii) The test organism is either Micro¬ 
coccus flavus (ATCC 10240) or Sarcina 
subflava (ATCC 7468), both of which 
are maintained at refrigerator tempera¬ 
ture on slants of nutrient agar prepared 
as directed in § 141a.l(b) (1) of this 
chapter. Inoculate a Roux bottle con¬ 
taining this agar from a stock slant of 
the organism and incubate 18 hours at 
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32° C.-35° C. Wash off the growth in 
25 milliliters of sterile sodium chloride 
solution. If an aliquot of this bulk sus¬ 
pension, when diluted 1:50 in sodium 
chloride solution, gives 75 percent light 
transmission, if it is Micrococcus flavus 
(ATCC 10240), or 50 percent light trans¬ 
mission, if it is Sarcina subflava (ATCC 
7468) in a suitable photoelectric colorim¬ 
eter equipped with a filter having a 
wavelength of 6,500 Angstrom units, the 
bulk suspension is satisfactory for use. 
It may be necessary to adjust the bulk 
suspension by dilution so that an aliquot 
of the adjusted suspension diluted 1:50 
gives 75 percent light transmission, if it 
is Micrococcus flavus (ATCC 10240) or 
50 percent light transmission if it is Sar¬ 
cina subflava (ATCC 7468). (The ad¬ 
justed bulk suspension only, and not the 
1:50 dilution of it, is used in preparing 
the seed layer.) Add 0.3 to 0.5 milliliter 
of the adjusted bulk suspension to 100 
milliliters of agar that has been melted 
and cooled to 48° C. 

(2) Turbidimetric assay. In lieu of the 
plate-assay method described above, the 
sample may be assayed for potency by 
the following turbidimetric method: 

(i) Test culture and media . The test 
organism is Staphylococcus aureus 
(ATCC 10537), which is maintained at 
refrigerator temperature on slants of 
nutrient agar prepared as directed in 
§ 141.al(b) (1) of this chapter. Inocu¬ 
late a Roux bottle containing this agar 
from a stock slant of the organism and 
incubate 18 hours at 32° C.-35° C. Wash 
off the growth in 50 milliliters of sterile 
sodium chloride solution. If an aliquot 
of the bulk suspension, when diluted 1:10 
in sodium chloride solution, gives 20 per¬ 
cent light transmission in a suitable 
photoelectric colorimeter equipped with 
a filter having a wavelength of 6,500 
Angstrom units, the bulk suspension is 
ready for use. It may become necessary 
to adjust the bulk suspension by dilution 
so that an aliquot of the adjusted sus¬ 
pension diluted 1:10 gives 20 percent 
light transmission. (The adjusted sus¬ 
pension only, and not the 1:10 dilution, 
is used in preparing the daily inoculum.) 
Prepare the daily inoculum by adding 
approximately 0.2 milliliter of the ad¬ 
justed suspension to each 100 milliliters 
of refrigerated broth. 

(ii) Working standard solutions. Di¬ 
lute the working standard to 10 units 
per milliliter of bacitracin in 1 percent 
phosphate buffer. Further dilute this 
to make solutions containing 0.256, 
0.320, 0.400, 0.500, and 0.625 units per 
milliliter. These solutions are used for 
preparing the standard curve and may be 
held under refrigeration for 1 week. Add 
1.0 milliliter of each of these working 
standard solutions to each of three 16 
millimeter x 125 millimeter tubes (out¬ 
side dimension). 

(iii) Preparation of sample. Dilute 
the sample under test to 0.400 unit per 
milliliter (estimated). Add 1.0 milliliter 
of the diluted sample to each of three 16 
millimeter x 125 millimeter tubes (out¬ 
side dimension). Add 9.0 milliliters of 
the “daily” inoculum described in sub¬ 
division (i) of this subparagraph to each 
tube of the standard and unknown series 
and place immediately in a 37° C. water 


bath for 4 hours. After incubation, add 
four drops of formaldehyde to each tube, 
and estimate the turbidity of each in a 
photoelectric colorimeter, using a broad¬ 
band filter having a wavelength of 5300 
Angstrom units. 

(iv) Estimation of potency. Average 
the three colorimeter readings at each 
standard level. Plot the average absorb¬ 
ance figures of the standard on semilog 
graph paper, employing units per tube as 
the logarithmic scale and absorbance as 
the arithmetic scale. Connect the points 
with a straightedge. Average the sample 
readings and read in units per tube from 
the curve. Units per tube divided by 
0.400X100 will give percent potency of 
the sample. 

(3) Bacitracin content. The potency 
of bacitracin is satisfactory when assayed 
by the methods described in this section 
if the immediate containers contain not 
less than 85 percent and, if it is intended 
for systemic medication, not more than 
115 percent of the number of units they 
are represented to contain. 

(b) Sterility. Proceed as directed in 
§ 141b. 102 of this chapter. 

(c) Pyrogens. Proceed as directed in 
§ 14la.3 of this chapter, using as a test 
dose 1.0 milliliter per kilogram of a solu¬ 
tion containing 300 units per milliliter. 
Use physiological salt solution as the 
diluent. 

(d) Toxicity. Inject intravenously 
each of five mice within the weight range 
of 18-25 grams with 0.5 milliliter of a 
solution of the sample prepared by dilut¬ 
ing with sterile physiological salt solution 
to 200 units per milliliter. The injec¬ 
tion should be made over a period of not 
more than 5 seconds. If no animal dies 
within 48 hours, the sample is nontoxic. 
If one or more animals die within 48 
hours, repeat the test with five unused 
mice weighing 20 grams (±0.5 gram) 
each. If all animals survive the repeat 
test the sample is nontoxic. 

(e) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(f) pH. Proceed as directed in § 141a.5 
(b) of this chapter, using a solution con¬ 
taining 10,000 units per milliliter. 

(g) Ash content. Place approximately 
1 gram of the sample, accurately 
weighed, in a tared porcelain crucible 
and carefully ignite at a low temperature 
until thoroughly charred. The crucible 
may be loosely covered with a porcelain 
lid during the charring. Add to the con¬ 
tents of the crucible 2 milliliters of nitric 
acid and 5 drops of sulfuric acid, and 
cautiously heat until white fumes are 
evolved, then ignite, preferably in a muffle 
furnace, at 500° C. to 600° C. until the 
carbon is all burned off. Cool the cru¬ 
cible in a desiccator and weigh. From 
the weight of residue obtained, calculate 
the sulfated ash content. 

(h) Heavy metals content. Using the 
sulfated ash obtained in paragraph (g) 
of this paragraph, proceed as directed in 
the U. S. P. Heavy Metals Test, Method 
II, starting with the words “Cool, add 2 
ml. of hydrochloric acid * • 

§ 141e.402 Bacitracin ointment; zinc 
bacitracin ointment. 

(a) Potency. If it is bacitracin, pro¬ 
ceed as directed in § 141e.401(a), except 


Sa 




--- . m lieu Of the Ai 
rections in § 141e.401(a) (1) (U), pre e d 
the sample as directed in § 141a 8(ai i 
this chapter. If it is zinc bacitracin 
0 01 N HC1 in lieu of 1-percent pCpW 
buffer, pH 6.0, for the extraction o 
blending operation, and in lieu of the di 
rections in § 141e.401(a) (1) Q), preDa u ; 
the standard as follows. Prepare th 
stock solution as directed in § I41e40 
(a) (1) (i), except that the dilutions fo 
assay are prepared to contain the sam 
ratio of 0.01 N KC1 to 1-percent phos 
phate buffer, pH 6.0, as the sample undo 
test. Its content of bacitracin or zin 
bacitracin is satisfactory if it contain 
not less than 85 percent of the numbe 
of units per gram that it is representei 
to contain. 

(b) Moisture. Proceed as directed U 
§ 141a.8 (b) of this chapter. 


§ 141e.403 Bacitracin tablets; zinc bac 
itracin tablets; bacitracin methylen 
disalicylate tablets. 

(a) Potency. Proceed as directed i 
§ 141e.401 (a), except § 141e.401(a) (3) 
and in addition to the directions ii 
§ 141e.401(a) (1) (ii), proceed as follows 
If it is bacitracin, place a representa 
tive sample (usually 5 tablets) in a blend 
ing jar containing 250 milliliters of 1 
percent phosphate buffer, pH 6.0 If i| 
is zinc bacitracin, use 250 milliliters o 
0.01 N HC1, and if it is bacitracin methyl 
ene disalicylate, use 99 milliliters o! 
an aqueous solution of 2-percent sodiun 
bicarbonate and 1 milliliter of poly 
sorbate 80. If it is bacitracin, afte: 
blending for 1 minute with a high-spee( 
blender, add 250 milliliters of buffer t( 
the blender, and if it is zinc bacitracin 
add 250 milliliters of 0.01 N HC1 to th< 
blender. Blend again for 1 minute an( 
make the proper estimated dilutions ii 
1-percent phosphate buffer, pH 6.0. I 
it is zinc bacitracin, in lieu of the direc 
tions in § 141e.401(a) (1) (i) prepare th( 
standard as follows: Using the stoci 
solution described in § 141e.401(a) (1) 

(i), make all dilutions for the assa$ 
so that the final dilution contains thi 
same ratio of 0.01 N HC1 to 1-percenl 
phosphate buffer, pH 6.0, as the sampli 
under test. The content of bacitracin 
zinc bacitracin, or bacitracin methylenf 
disalicylate is satisfactory if it contain! 
not less than 85 percent of the number 
of units per tablet that it is represented 
to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

(c) Disintegration time. Proceed as 
directed in § 141a.9(c) of this chapter. 
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§ 141e.404 Bacitracin troches; zinc bac¬ 
itracin troches. 

(a) Potency. If it is bacitracin, dis¬ 
solve 5 troches in a small amount of 1 
percent phosphate buffer, pH 6.0, then 
add sufficient buffer to give a volume of 
100 milliliters and proceed as directed 
in § 141e.401(a) (1). If it is zinc baci¬ 
tracin, dissolve 5 troches in sufficient 
0.01 N HC1 to give a concentration of 
10 units per milliliter (estimated) and 
proceed as directed in § 141e.401(a) (1)» 
except § 141e.401(a) (1) (i). If the 
troches are composed of a water-insolu¬ 
ble base, use a mortar and pestle and 
grind to a fine powder before adding the 
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.. ^ in lieu of the directions in 
f. 1 ,,' 401 (a) (lXi). prepare the stand- 
’L « follows: Prepare the stock solu- 
directed in § 141e.401(a) (1) (i). 
that the dilutions for assay are 
Soared to contain the same ratio of 
Sbi N HCl to 1-percent phosphate 
h ffer pH 6.0, as the sample under test. 
2L average potency of the troche is 
satisfactory if it is not less than 85 per- 
»nt of the number of units per troche 
tat it is represented to contain. 

®) Moisture. Proceed as directed in 
| Ula.5 (a) of this chapter. 

«141e.405 Bacitracin with vasocon- 
gtrictor. 

(a) Potency. Prepare the drug as di¬ 
rected in its labeling and proceed as 
directed in § 141e.401(a), except § 141e.- 
401(a)(3). The potency of bacitracin 
with vasoconstrictor is satisfactory if it 
contains not less than 85 percent of the 
number of units per container it is rep¬ 
resented to contain. 

(b) Moisture. Proceed as directed in 
\ 141a.5 (a) of this chapter. 

(c) pH. Proceed as directed in § 141a.5 
(b) of this chapter, using a solution pre¬ 
pared as directed in the labeling of the 
drug. 

§ 141e.406 Bacitraein-tyrothricin troc- 
ches; zinc bacitraein-tyrothricin 
troches. 

(a) Potency. Proceed as directed in 
§141e.404(a). Its content of bacitracin 

zinc bacitracin is satisfactory if it 
contains not less than 85 percent of the 
number of units per troche that it is 
represented to contain. 

(b) Moisture. Proceed as directed in 
jl41a.5 (a) of this chapter. 

} 141e.407 Bacitraein-tyrothricin oint¬ 
ment. 

Proceed as directed in § 141e.402. Its 
content of bacitracin is satisfactory if it 
contains not less than 85 percent of the 
number of units per gram it is repre¬ 
sented to contain. 

141e.408 Bacitracin ophthalmic. 

(a) Potency. Proceed as directed in 
§141e.401(a). 

(b) Moisture. Proceed as directed in 
§141a.5(a) of this chapter. 

(c) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using a solu¬ 
tion prepared as directed in the labeling 
for the drug. 

(d) Sterility. Proceed as directed in 
§ 141a.2 of this chapter, except that: 

(1) Do not use penicillinase or the 
control tube in the test for bacteria. 

(2) In lieu of the last sentence of 
§141a.2(b) of this chapter, the batch 
meets the requirements of the test for 
bacteria if no tube shows growth. 

(3) In lieu of the last sentence of 
§141a.2(c) of this chapter, the batch 
meets the requirements of the test for 
molds and yeasts if no tube shows 
growth. 

5141e.409 Bacitracin-polymyxin oint¬ 
ment ; zinc bacitracin-polymyxin 

ointment. 

(a) Potency —(l) Bacitracin or zinc 
oacitracin content. Proceed as directed 
m § 141e.402 (a). Its content of bacitra- 
No. 251 — pt. n - 9 
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cin or zinc bacitracin is satisfactory if it 
contains not less than 85 percent of the 
number of units per gram that it is repre¬ 
sented to contain. 

(2) Polymyxin content. Proceed as 
directed in § 141b.112(b) (1) of this 
chapter, except in lieu of the directions 
in § 141b.l 12(b) (1) (vii) for the prepara¬ 
tion of the sample, prepare the sample 
by one of the following methods: Ac¬ 
curately weigh approximately 5 grams 
and transfer to a separators 7 funnel con¬ 
taining approximately 50 milliliters of 
peroxide-free ether. Shake with four 
25-milliliter portions of 10-percent po¬ 
tassium phosphate buffer (pH 6.0) and 
combine the extracts. However, if the 
ointment contains a water-soluble base, 
accurately weigh approximately 5 grams 
and place in a blending jar containing 
1.0 milliliter of polysorbate 80 and suffi¬ 
cient 10 percent potassium phosphate 
buffer, pH 6.0, to give a final volume of 
200 milliliters. Using a high-speed 
blender, blend the mixture for 2 minutes 
and then make the proper estimated di¬ 
lutions using 10 percent phosphate buf¬ 
fer, pH 6.0. Its content of polymyxin is 
satisfactory if it contains not less than 
85 percent of the number of units per 
gram that it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.8(b) of this chapter. 

§ 141e.410 Bacitracin-neomycin tab¬ 
lets ; zinc bacitracin-neomycin tab¬ 
lets; bacitracin methylene disalicyl- 
ate-neomycin tablets. 

(a) Tablets —(1) Potency —(i) Baci¬ 
tracin, zinc bacitracin , or bacitracin 
methylene disalicylate content. Proceed 
as directed in § 141e.403(a). Its content 
of bacitracin, zinc bacitracin, or baci¬ 
tracin methylene disalicylate is satis¬ 
factory if it contains not less than 85 
percent of the number of units per tablet 
that it is represented to contain. 

(ii) Neomycin content. Place 5 tablets 
in a blending jar and add thereto 200 
milliliters of a 500-milliliter quantity of 
0.10-percent phosphate • buffer pH 8.0. 
After blending for 1 minute with a high¬ 
speed blender, add the remainder of the 
buffer. Blend again for 1 minute and 
make the proper estimated dilutions in 
the buffer and proceed as directed in 
paragraph (b) (1) of this section. Its 
content of neomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams of activity that it 
is represented to contain. 

(2) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(3) Disintegration time. Proceed as 
directed in § 141a.9(c). 

(b) Neomycin used in making the 
tablets —(1) Potency —(i) Cylinder s 
(cups). Use cylinders described under 
§ 141a.l(a) of this chapter. 

(ii) Culture medium. Use the medium 
described in § 141a.l(b) (1) of this 
chapter for both the base and seed layers, 
except its pH after sterilization is 7.8 to 
8 . 0 . 

(iii) Working standard. Dry the work¬ 
ing standard (obtained from the U. S. P. 
Reference Standards Committee, 46 Park 
Avenue, New York 16, N. Y.) for 3 hours 
at 60° C. and a pressure of 5 millimeters 
or less and weigh out a sufficient quan¬ 
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tity to make a convenient stock solution 
by diluting with a 0.1 M potassium phos¬ 
phate buffer, pH 7.8 to 8.0. The stock 
solution, when stored at a temperature of 
approximately 15° C., or less, may be 
used for a period not exceeding 1 month. 

(iv) Standard curve. Using the stock 
solution, prepare a daily standard curve 
as directed in § 141b.l01(d) of this chap¬ 
ter, using solutions of the neomycin 
working standard in 0.1 M potassium 
phosphate buffer, pH 8.0, in concentra¬ 
tions of 6.4, 8.0,10.0,12.5, and 15.6 micro¬ 
grams per milliliter if the test organism 
Staphylococcus aureus (ATCC 6538P), 
or in concentrations of 0.64, 0.80, 1.0, 
1.25, and 1.56 micrograms per milliliter 
if the test organism is Staphylococcus 
epidermidis (ATCC 12228). The 10.0 
micrograms per milliliter and the 1.0 
microgram per milliliter concentrations 
are used as the reference points. 

(v) Preparation of test organism. The 
test organism is Staphylococcus aureus 
(ATCC 6538P), which is maintained on 
agar described in § 141a.l(b) (1) of this 
chapter. Prom a stock slant inoculate a 
Roux bottle containing this same agar 
and incubate for 24 hours at 32° C.-35° 
C. Wash the resulting growth from the 
agar surface with about 50 milliliters of 
sterile sodium chloride solution. Stand¬ 
ardize this suspension by determining 
the dilution that will permit 80 percent 
light transmission through a filter at 
6500 Angstrom units in a photoelectric 
colorimeter. The suspension may be 
used for 2 weeks if it is stored under re¬ 
frigeration. Staphylococcus epidermidis 
(ATCC 12228), which is maintained on 
agar as described in § 141a.l(b) (1) of 
this chapter, may also be used as the test 
organism. From a stock slant, inoculate 
a Roux bottle containing this medium 
and incubate for 24 hours at 32° C.-35° 
C. Wash the resulting growth from the 
agar surface, using approximately 30 
milliliters of sterile sodium chloride so¬ 
lution. Standardize the suspension by 
determining the dilution that will permit 
80 percent light transmission through a 
filter of 6500 Angstrom units in a photo¬ 
electric colorimeter. The suspension 
may be stored for 2 weeks under, refrig¬ 
eration. 

(vi) Preparation of plates. Using the 
agar described in subdivision (ii) of this 
subparagraph and approximately a 0.5 
percent inoculum of the suspension 
described in subdivision (v) of this 
subparagraph, prepare the plates as 
directed in § 141a.l(e) of this chapter. 

(vii) Assay. Dissolve volumetrically 
in 0.1 M potassium phosphate buffer, pH 
7.8 to 8.0, the sample to be tested to make 
a convenient stock solution. Further di¬ 
lute volumetrically this solution with 0.1 
M potassium phosphate buffer, pH 7.8 to 
8.0, to a final concentration of 10.0 
micrograms (estimated) per milliliter, if 
the test organism is Staphylococcus 
aureus or 1.0 microgram per milliliter 
(estimated) if the test organism is 
Staphylococcus epidermidis. 

(2) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, using 0.5 milli¬ 
liter of a solution prepared by diluting 
the sample to approximately 200 micro- 
grams per milliliter with physiological 
salt solution. 
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(3) Moisture. In an atmosphere of 
about 10 percent relative humidity, 
transfer about 100 milligrams of the 
finely powdered sample to a tared 
weighing bottle equipped with ground- 
glass top and stopper. Weigh the bot¬ 
tle and place it in a vacuum oven, tilting 
the stopper on its side so that there is 
no closure during the drying period. 
Dry at a temperature of 60° C. and a 
pressure of 5 millimeters of mercury or 
less for 3 hours. At the end of the 
drying period fill the vacuum oven with 
air dried by passing it through a drying 
agent such as sulfuric acid or silica gel. 
Replace the stopper and place the weigh¬ 
ing bottle in a desiccator over a desic¬ 
cating agent such as phosphorous pent- 
oxide or silica gel, allow to cool to room 
temperature, and reweigh. Calculate 
the percent loss. 

(4) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using a solu¬ 
tion containing 33 milligrams per milli¬ 
liter. 

§ 141e.411 Bacitracin-neomycin oint¬ 
ment; zinc bacitracin-neomycin oint¬ 
ment. 

(a) Potency —(1) Bacitracin or zinc 
bacitracin content. Proceed as directed 
in § 141e.402(a). Its content of bacitra¬ 
cin or zinc bacitracin is satisfactory if it 
contains not less than 85 percent of the 
number of units per gram that it is repre¬ 
sented to contain. 

(2) Neomycin content. Prepare the 
sample as directed in § 141a.8(a) of this 
chapter, except in lieu of potassium 
phosphate buffer use 0.10 M phosphate 
buffer (pH 7.8-8.0) and proceed as di¬ 
rected in § 141e.410(b) (1). Its content 
of neomycin is satisfactory if it contains 
not less than 85 percent of the number 
of milligrams that it is represented to 
contain. 

(b) Moisture. Proceed as directed in 
§ 141a.8(b) of this chapter. 

§ 141e.412 Bacitracin-polymyxin tablets. 

(a) Potency —(1) Bacitracin content. 
Proceed as directed in § 141e.403(a). Its 
content of bacitracin is satisfactory if it 
contains not less than 85 percent of the 
number of units it is represented to con¬ 
tain. 

(2) Polymyxin content. Using 10- 
percent potassium phosphate buffer, pH 
6.0, prepare the sample as directed in 
subparagraph (1) of this paragraph, and 
proceed as directed in § 141b.ll2 (b) of 
this subchapter. Its content of poly¬ 
myxin Is satisfactory if it contains not 
less than 85 percent of the number of 
units that it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

(c) Disintegration time. Proceed as 
directed in § 141a.9(c) of this chapter. 

§ 141e.413 Bacitracin-neomycin troches; 
zinc bacitracin-neomycin troches. 

(a) Potency —(1) Content of bad - 
tracin and zinc bacitracin. Proceed as 
directed in § 141e.404 (a). Its content 
of bacitracin or zinc bacitracin is satis¬ 
factory if it contains not less than 85 
percent of the number of units per tro¬ 
che that it is represented to contain. 

(2) Neomycin content. Proceed as 
directed in § 141e.410 (a) (1) (ii). Its 


content of neomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

§ 141e.414 Bacitracin-neomycin with 
vasoconstrictor. 

(a) Potency —(1) Bacitracin content. 
Proceed as directed in § 141e.405(a). Its 
content of bacitracin is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(2) Neomycin content. Proceed as 
directed in § 141e.410 (b) (1). Its con¬ 
tent of neomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams it is represented 
to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

§ 141e.415 Bacitracin-polymyxin troches; 
zinc bacitracin-polymyxin troches. 

(a) Potency —(1) Polymyxin content. 
Dissolve five troches in a small amount 
of 10 percent phosphate buffer, pH 6.0, 
then add sufficient buffer to give a con¬ 
centration of 100 units per milliliter and 
proceed as directed in § 141b.ll2(b) (1) 
of this chapter, except § 141b.ll2(b) (1) 
(iv). Prepare daily standard curve as 
directed in § 141a.21(c) (1) (vii) of this 
chapter, except that: Calculate the 
amount of sucrose that would be present 
when the sample is diluted to contain 10 
units of polymyxin (labeled potency) 
per milliliter. Prepare the polymyxin 
standard curve by adding that amount 
of sucrose to each concentration of poly¬ 
myxin used for the curve. Using a solu¬ 
tion of the polymyxin working standard 
in 10 percent potassium phosphate buf¬ 
fer, pH 6.0, prepare volumetrically the 
following concentrations: 6.4, 8.0, 10.0, 
12.5, and 15.6 units per milliliter in 10 
percent potassium phosphate buffer, pH 
6.0. The 10 units per milliliter concen¬ 
tration is used* as the reference point. 
Use this standard curve to calculate the 
polymyxin content of the sample. 

(2) Content of bacitracin and zinc 
bacitracin. Proceed as directed in 
§ 141e.404(a). Its content of bacitracin 
or zinc bacitracin is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

§ 141e.416 Bacitracin methylene disalic¬ 
ylate. 

(a) P'otency. Proceed as directed in 
§ 141e.401(a) (1), except in lieu of the 
directions for preparing the sample in 
§ 141e.401(a) (1) (ii) prepare the sample 
as follows: Place an accurately weighed 
sample of approximately 1 gram in a 
blending jar, add 99 milliliters of an 
aqueous solution of 2-percent sodium 
bicarbonate and 1 milliliter of poly- 
sorbate 80 and blend for 3 minutes in 
a high-speed blender. Allow the foam 
to subside, remove an aliquot of the so¬ 
lution, and dilute to 1 unit per milliliter 
with 1-percent phosphate buffer. 


So 
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.rioceea as directs i, 
(b) of this chapter, 
ee 1 milliliter of a suX 
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§ 141d.305 

the test dose x uuuuuer of a suspend 
containing 1,000 units of bacitracta 1 
tivity per mouse. a 

(c) Moisture. Proceed as directs - 
§ 141a.5 (a) of this chapter d ' 

(d) pH. Proceed as directed i 
§ 141a.5 (b) of this chapter, using a sat 
rated aqueous solution containing 
proximately 50 milligrams per milMlite 

§ 141e.417 Powder bacitracin methyl* 
disalicylate and streptomycin salfai 
oral veterinary. 

(a) Potency —( 1 ) Bacitracin contm 
Proceed as directed in § 141e.401(a) e: 
cept in lieu of the directions for p r < 
paring the sample in § 141e.401(a) (1 
(ii), prepare the sample as follow! 
Place an accurately weighed sample d 
approximately 5 grams in a blending ja 
add 40 milliliters of 2.0-percent sodiui 
bicarbonate and swirl until the sample! 
thoroughly wetted. Allow to stand fc 
15 minutes with occasional swirlini 
After standing for 15 minutes, add 3 
milliliters of 1-percent potassium phos 
phate buffer at pH 6.0 and allow to stan 
for 1 hour, with occasional swirling. Ad 
30 milliliters of acetone and blend for 
minutes; allow to stand for 2 minut 
and reblend for 2 minutes. Allow to set 
tie for 15 minutes, and filter throug 
filter paper on a Buchner funnel. Re 
move an aliquot of the filtrate and ad 
sufficient semicarbazide 1.0-percent solu 
tion, at pH 6.5-7.0, to inactivate (1 hor 
at room temperature) the streptomyci 
contained in the solution. After in 
activation, remove an aliquot of this so 
lution and dilute to 1 unit per millilite 
with 1.0-percent phosphate buffer. It 
potency is satisfactory if it contains no 
less than 85 percent of the units of baci¬ 
tracin activity that it is represented 
contain. 

(2) Streptomycin content. Proceed a. 
directed in § 141b.l01 of this chapter. It! 
content of streptomycin is satisfactory i 
it contains not less than 85 percent of 
the number of milligrams of streptomy¬ 
cin activity per gram that it is repre* 
sented to contain. 

(b) Moisture. Using a 1.0-gram sam 
pie, proceed as directed in § 141a.5 (a) 
of this chapter. 


§ 141e.418 Zinc bacitracin (bacitracin 
zinc salt). 

(a) Potency. Proceed as directed ii 
§ 141e.401(a) (1), except prepare th( 
sample as follows: Suspend an accurately 
weighed sample of approximately 100 
milligrams in 5 milliliters of distilled 
water. Add 0.5 milliliter of 3 N HC1, stir 
until the sample is dissolved, and trans¬ 
fer to a 100-milliliter volumetric flask 
and make to volume with distilled water. 
Dilute an aliquot of this solution to 1.0 
unit per milliliter (estimated) with 1- 
percent phosphate buffer. 

(b) Toxicity. Administer orally, by 
means of a cannula or other suitable de¬ 
vice, to each of 5 mice within the weight 
range of 18-25 grams, 0.5 milliliter of a 
water suspension of the drug containing 
4,000 units per milliliter. If no animal 
dies within 48 hours, the sample is non¬ 
toxic. If one or more animals die within 
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. hnnrs repeat the test with 5 unused 
^. weighing 20 grams (±0.5 gram 
*“?,. if ail animals survive the repeat 

1 fthe sample is nontoxic. 

Moisture. Proceed as directed in 
mia 5 (a) of this chapter. 
mi oH Prepare a saturated solu- 
ln»n using approximately 100 milli- 
of the sample per milliliter, and 
« directed in 5 141a.5 (b) of 

content— (1) Reagents— (i) 
m imieous working solution . Dissolve 3.11 
of the zinc oxide in sufficient 1 N 
ffand dilute to 250 milliliters with 
®ater Remove a suitable aliquot and 
Kite with water to obtain 0.1 percent 


W (ii) Alkaline buffer solution . Mix one 
- 0 ^ 10 N ammonium hydroxide and 4.5 
parts of 1 N ammonium chloride. 

V (iii) 1 percent phenolphthalein in ab¬ 


solute alcohol. 

(iv) Ethylenediaminetetraacetic acta 
sodium working solution. Dissolve 3.72 
grams of ethylenediaminetetraacetic 
acid sodium in 100 milliliters of water. 
Remove an aliquot and prepare a 1:25 
dilution using water as the diluent. 

(v) l-(l-Hydroxy -2-naphthylazo) -5- 
nitro-2-naplithol-4-sulfonic acid sodium 


salt solution . Prepare daily a 1 percent 
solution in alkaline buffer. 

(2) Preparation of sample. Using 2 
milliliters of 10 percent acetic acid and 5 
milliliters of water, wash an amount of 
the sample containing approximately 2 
milligrams of zinc (usually 40 milligrams 
to 50 milligrams, into a titration flask. 
Add 1 drop of phenolphthalein solution. 
Add 1 N NaOH, dropwise, until a heavy 
precipitate of bacitracin appears and a 
faint pink color persists. 

(3) Preparation of standard . Place 
2-milliliter aliquots of the 0.1 percent 
working solution into two titration flasks, 
respectively, and add one drop of phenol¬ 
phthalein solution. 

(4) Procedure. To all titration flasks 
(standard and sample) add 2 milliliters 
of alkaline buffer solution, 50 milliliters 
of water, and 0.1 milliliter of l-(l-hy- 
droxy-2-naphthylazo) -5-nitro-2 - naph¬ 
thoic-sulfonic acid sodium salt indica¬ 
tor solution. Titrate with ethylenedi¬ 
aminetetraacetic acid working solution 
from a burgundy-red color to a blue end¬ 
point. 

(5) Calculation. From the standards, 
calculate the milligram equivalent of the 
ethylenediaminetetraacetic acid solution 
per milliliter (F). 


F Xmilliliters of ethylenediamlne-tetraacetic acid (sample) X100 

Percent zinc= weight of samples in milligrams (on anhydrous basis) 


§ 141e.419 Bacitracin-neomycin-polymy- § 141e.421 Bacitracin-neomycin-polymy- 
xin troches; zinc bacitracin-neomy- xin tablets. 


cin-polymyxin troches. 

(a) Poizncy —(1) Neomycin content. 
Proceed as directed in § 141e.410(a) (1) 
(ii). its content of neomycin is satis¬ 
factory if it contains not less than 85 
percent of the number of milligrams of 
activity that it is represented to contain. 

(2) Polymyxin content. Proceed as di¬ 
rected in § 141e.415 (a) (1), except cal¬ 
culate from the quantity of neomycin 
found (using the method prescribed in 
subparagraph (1) of this paragraph) the 
quantity of neomycin that would be 
present when the sample is diluted to 
contain 10 units of polymyxin (labeled 
potency) per milliliter. Prepare the 
polymyxin standard curve by adding this 
calculated quantity of neomycin to each 
concentration of polymyxin used for the 
curve. Use this standard curve to cal¬ 
culate the polymyxin content of the 
sample. Its content of polymyxin is 
satisfactory if it contains not less than 
85 percent of the number of units that 
it is represented to contain. 

(3) Content of bacitracin or zinc baci¬ 
tracin. Proceed as directed in § 141e.404 
(a). Its content of bacitracin or zinc 
bacitracin is satisfactory if it contains 
not less than 85 percent of the number 
of units that it is represented to contain. 

(b) Moisture. Proceed as directed in 
§141a.5 (a) of this chapter. 


(a) Potency —(1) Bacitracin content. 
Proceed as directed in § 141e.403(a). Its 
content of bacitracin is satisfactory if 
it contains not less than 85 percent of 
the number of units per tablet that it 
is represented to contain. 

(2) Neomycin content. Proceed as 
directed in § 141e.ll0 (a) (1) (ii). Its 
content of neomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams of activity per tab¬ 
let that it is represented to contain. 

(3) Polymyxin content. Proceed as 
directed in § 141b.ll2 (a) (1) (ii) of this 
chapter, except calculate from the quan¬ 
tity of neomycin found (using the meth¬ 
od prescribed in subparagraph (2) of this 
paragraph) the quantity of neomycin 
that would be present when the sample 
is diluted to contain 10 units of poly¬ 
myxin (labeled potency) per milliliter. 
Prepare the polymyxin standard curve 
by adding this calculated quantity of 
neomycin to each concentration of poly¬ 
myxin used for the curve. Use this 
standard curve to calculate the polymyx¬ 
in content of the sample. Its content of 
polymyxin is satisfactory if it contains 
not less than 85 percent of the number 
of units per tablet that it is represented 
to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.b) (a) of this chapter. 


§ I41e.420 Bacitracin-tyrothricin-neo- 
mycin troches; bacitracin-gramicidin- 
neomycin troches; zinc bacitracin- 
tyrothricin-neomycin troches; zinc 
bacitracin-gramicidin-neomycin tro¬ 
ches. 

Proceed as directed in § 141e.413 (a) 

and(b). 


§ 141e.422 Bacitracin-polymyxin-neomy¬ 
cin ointment. 

(a) Potency —(1) Bacitracin content. 
Proceed as directed in § 141e.409(a) (1). 
Its content of bacitracin is satisfactory 
if it contains not less than 85 percent 
of the number of units per gram that it 
is represented to contain. 
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(2) Polymyxin content . Proceed as 
directed in § 141e.409 (a) (2), except 
calculate from the quantity of neomycin 
found (using the method prescribed in 
subparagraph (3) of this paragraph) the 
quantity of neomycin that would be pres¬ 
ent when the sample is diluted to contain 
10 units of polymyxin (labeled potency) 
per milliliter. Prepare the polymyxin 
standard curve by adding this calculated 
quantity of neomycin to each concentra¬ 
tion of polymyxin used for the curve. 
Use this standard curve to calculate the 
polymyxin content of the sample. Its 
content of polymyxin is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(3) Neomycin content. Proceed as 
directed in § 141e.411 (a) (2). Its con¬ 
tent of neomycin is satisfactory if it con¬ 
tains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.8 (b) of this chapter. 

§ 141e.423 Soluble bacitracin methylene 
disalicylate. 

(a) Potency. Proceed as directed in 
§ 141e.401(a) (1), except in lieu of the 
directions for preparing the sample in 
§ 141e.401(a) (1) (ii), prepare the sample 
as follows: Place an accurately weighed 
sample of approximately 1 gram in a 
blending jar, add 99 milliliters of an 
aqueous solution of 2 percent sodium bi¬ 
carbonate and 1 milliliter of polysorbate 
80 and blend for 3 minutes in a high¬ 
speed blender. Allow the foam to sub¬ 
side. Dilute a suitable aliquot with 1 
percent phosphate buffer to a concentra¬ 
tion of one unit per milliliter. Its po¬ 
tency is satisfactory if it contains not 
less than 85 percent of the bacitracin 
activity per pound that it is represented 
to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

(c) pH. Proceed as directed in 
§ 141a.5 (b) of this chapter, using a solu¬ 
tion containing 200 units per milliliter. 

§ 144e.424 Bacitracin-neomycin-polymy¬ 
xin with Vasoconstrictor. 

(a) Potency. Prepare the drug as di¬ 
rected in its labeling and proceed as 
follows: 

(1) Bacitracin content. Proceed as 
directed in § 141e.401 (a). Its content of 
bacitracin is satisfactory if it contains 
not less than 85 percent of the number 
of units per milliliter that it is repre¬ 
sented to contain. 

(2) Neomycin content. Proceed as di¬ 
rected in § 141e.410 (b) (1). Its content 
of neomycin is satisfactory if it contains 
not less than 85 percent of the number 
of milligrams per milliliter that it is rep¬ 
resented to contain. 

(3) Polymyxin B content. Proceed as 
directed in § 141b.ll2 (b) (1) of this 
chapter, except that: 

(i) Calculate from the quantity of 
neomycin found (using the method pre¬ 
scribed in subparagraph (2) of this par¬ 
agraph) (the quantity of neomycin that 
would be present when the sample is 
diluted to contain 10 units of polymyxin 
B (labeled potency) per milliliter. Pre- 
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pare the polymyxin standard curve by 
adding this calculated quantity of neo¬ 
mycin to each concentration of poly¬ 
myxin used for the curve. Use this 
standard curve to calculate the poly¬ 
myxin content of the sample. 

(ii) If the sample contains sodium 
ethylmercurithiosalicylate, incorporate 
0.03 percent thioglycolic acid in the seed 
layer just before preparing the plates. 

(iii) Its content of polymyxin B is 
satisfactory if it contains not less than 
85 percent of the number of units per 
milliliter that it is represented to 
contain. 

(b) Moisture ( dry components of the 
drug) . Proceed as directed in § 141a.5 

(a) of this chapter. 

§ 141e.425 Bacitracin powder. 

(a) Potency. Proceed as directed in 

§ 141e.401 (a) (1), except in lieu of the 
directions for preparing the sample in 
§ 141e,401 (a) (1) (ii), prepare the 

sample as follows: Place an accurately 
weighed sample of approximately 1 to 5 
grams in a 100-milliliter volumetric flask, 
dissolve in 1 percent phosphate buffer, 
and dilute to 100 milliliters with 1 per¬ 
cent phosphate buffer. Dilute a suitable 
aliquot with 1-percent phosphate buffer 
to a concentration of 1 unit per millili¬ 
ter (estimated). Its potency is satisfac¬ 
tory if it contains not less than 85 per¬ 
cent of the number of units of bacitracin 
per pound that it is represented to 
contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

§ 141e.426 Tablets bacitracin methylene 
disalicylate and streptomycin sulfate 
oral veterinary. 

(a) Potency —(1) Bacitracin content. 
Use 5 finely powdered tablets and pro¬ 
ceed as directed in § 141e.417(a) (1). 
Its bacitracin activity is satisfactory if 
it is not less than 85 percent of that 
which it is represented to contain. 

(2) Streptomycin content. Proceed as 
directed in § 141b.l09 (a) (1) of this 
chapter. Its streptomycin activity is sat¬ 
isfactory if it is not less than 85 percent 
of that which it is represented to con¬ 
tain. 

(b) Moisture. Proceed as directed in 
. § 141a.5 (a) of this chapter. 

(c) Disintegration time. Proceed as 
directed in § 141a.9(c) of this chapter. 

§ 141e.427 Feed grade bacitracin pow¬ 
der oral veterinary (crude bacitracin 
powder oral veterinary, unrefined 
bacitracin powder oral veterinary); 
feed grade zinc bacitracin powder 
oral veterinary (crude zinc bacitracin 
powder oral veterinary, unrefined 
zinc bacitracin powder oral veteri¬ 
nary). 

(a) Feed grade "bacitracin or zinc 
bacitracin powder oral veterinary —(1) 
Potency. Proceed as directed in 
§ 141e.425(a), except if it is feed grade 
zinc bacitracin powder oral veterinary 
proceed as directed in § 141e.418(a). 
Their potency^ satisfactory if they con¬ 
tain not less than 85 percent of the 
number of grams of bacitracin or zinc 
bacitracin per pound that they are rep¬ 
resented to contain. 


(2) Moisture. Proceed as directed In 
§ 141a.5 (a) of this chapter. 

(b) Bacitracin or zinc bacitracin used 
in making the batch —(1) Potency. 
Proceed as directed in § 141e.401 (a), 
except if it is zinc bacitracin proceed as 
directed in § 141e.418 (a). 

(2) Zinc content (if zinc bacitracin is 
used). Proceed as directed in § 141e.418 
(e). 

(3) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

§ 141e.428 Capsules bacitracin methyl- 
ene disalicylate and streptomycin 
sulfate oral veterinary. 

(a) Potency —(1) Bacitracin content. 
Using a representative number of cap¬ 
sules (usually five) in a blending jar, 
proceed as directed in § 141e.417(a) (1). 
Its bacitracin content is satisfactory if 
it contains not less than 85 percent of 
that which it is represented to contain. 

(2) Streptomycin content. Using the 
contents of a representative number of 
capsules (usually six), proceed as di¬ 
rected in § 141b.101 (a) to (i), inclusive, 
of this chapter, and use 0.1 M potassium 
phosphate buffer, pH 8.0, for preparing 
the sample instead of sterile distilled 
water as directed in § 141b.l01 (e). Its 
content of streptomycin is satisfactory 
if it contains not less than 85 percent 
of that which it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5 (a) of this chapter. 

§ 141e.429 Bacilracin-neomycin in oil 
veterinary. 

(a) Potency —(1) Bacitracin content. 
Proceed as directed in § 141e.402(a). Its 
content of bacitracin is satisfactory if it 
contains not less than 85 percent of the 
number of units per milliliter that it is 
represented to contain; 

(2) Neomycin content. Prepare the 
sample as directed in § 141a.8 (a) of this 
chapter, except in lieu of 1 percent 
potassium phosphate buffer use 0.10 M 
potassium phosphate buffer (pH 7.8-8.0) 
and proceed as directed in § 141e.410 (b) 
(1). Its content of neomycin is satis¬ 
factory if it contains not less than 85 
percent of the number of milligrams that 
it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141 a.8 (b) of this chapter. 

§ 141e.430 Bacitracin-neomycin-poly¬ 
myxin powder topical; zinc baci¬ 
tracin-neomycin-polymyxin powder 
topical. 

(a) Potency —(1) Dry powder—( i) 
Bacitracin content. Proceed as directed 
in § 141e.401(a). Its content of baci¬ 
tracin is satisfactory if it contains not 
less than 85 percent of the number of 
units that it is represented to contain. 

(ii) Zinc bacitracin content. Proceed 
as directed in § 141e.418(a). Its content 
of zinc bacitracin is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented to 
contain. 

(iii) Neomycin content. Proceed as 
directed in § 141e.410(b) (1). Its con¬ 
tent of neomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 


(iv) Polymyxin B content. Procewi.. 
directed in § 141b.H2(b) (1) of this £? 
ter Its content of polymyxin B is satk 
factory if it contains not less tfaunS 
percent of the number of units that in 
represented to contain. a 111 

( 2 ) Powder packaged with inert gase . 

Spray, as directed in the labeline tS 
entire contents of each container tn S 
tested into a separate 2-liter Erlemrlj 
flask, held in a horizontal position AaJ 
500 milliliters of 0.01 N HC1 and shak 
to dissolve the contents. Immediate* 
remove aliquots of this solution and 
using the appropriate buffer solution, 
to make further dilutions, proceed a' 
directed in subparagraph ( 1 ) 0 f thi. 
paragraph. Calculate the average total 
amount of each antibiotic expelled from 
the containers. The total potency is 
satisfactory if it contains not less than 
85 percent of the number of units of zinc 
bacitracin and polymyxin and not les 
than 85 percent of the number of milli¬ 
grams of neomycin that it is represented 
to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter, except if ii 
is packaged with inert gases proceed as 
directed in § 141a.7(c) of this chapter 
but in lieu of the direction for preparing 
the sample in § 141a.7(c) (3), prepare the 
sample and calculate as follows: Freeze 
the container by placing in a suitable 
sharp freezing unit having a tempera 
ture not higher than —30° C. After 
freezing, open the container and remove 
a representative 10-milliliter aliquot 
Place in a Karl Fischer vessel (contain¬ 
ing about 15 milliliters of neutralized 
water in methyl alcohol reagent and £ 
milliliters of excess Karl Fischer re¬ 
agent) . Allow to warm to at least 10° C 
and titrate to the endpoint. 


Percent moisture 


__OV-F a )Xe 
100 


(c) Microorganism count —(1) Cul 
ture media, (i) Prepare nutrient agar 
as described in § 141a.l (b) (1) of this 
chapter, for the test for bacteria. 

(ii) For the test for molds and yeasts, 
use ingredients that conform to the 
standards prescribed by the U. S. P. or 
N. F., and prepare Sabouraud’s dextrose 
agar as follows: 

Dextrose _40 grams. 

Peptone _10 grams. 

Agar -15 grams. 

Distilled water, q. s_ 1,000 milligrams. 

pH 5.6 to 5.7 after sterilization. 


In lieu of preparing the media from the 
individual ingredients as described, a 
dehydrated mixture may be used that, 
when reconstituted with distilled water, 
has the same composition as such media. 
Minor modifications of the individual in¬ 
gredients specified in this subdivision are 
permissible if the resulting medium 
possesses growth-promoting properties 
at least equal to the medium described. 

(2) Conduct of test for bacteria— (i) 
Dry powder. Weigh each of five imme¬ 
diate containers. Transfer aseptically 
an aliquot (approximately 1.0 gram) 
from each of the weighed containers to 
each of five sterile flasks containing 200 
milliliters of sterile distilled water. Re¬ 
weigh the containers to determine the 
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ni the sample taken. Shake the 
£ks thoroughly to dissolve the powder. 
S the solution from three of the 
E through each of three sterile mem- 
Se bacteriological hydrosol assay fll- 
having a porosity of 0.45/* and a di¬ 
eter of approximately 47 millimeters. 
XL each filter three times by passing 
foo milliliters of sterile distilled water 
through the filter for each rinsing to 
^move traces of antibiotic. After wash- 
Z Place the filter pads (filtering side 
un)’ on the surface of each of three agar 
niates containing nutrient agar as de- 
Libed in subparagraph (l)(i) of this 
mragraph. Incubate the plates for 5 
days at 32° C. Count the number of 
colonies appearing on each filter pad and 
calculate therefrom the number of viable 
microorganisms per gram of powder. 

(ii) Powder packaged with inert gases. 
Thoroughly cleanse the valve of each 
container to be tested with a suitable 
disinfectant. Into each of five sterile, 
empty Erlenmeyer flasks stoppered with 
a cotton plug, spray the entire contents 
of five separate cans, or the equivalent of 
1 gram of powder if the can contains 
more than this amount, respectively, by 
removing the plug temporarily and using 
aseptic technique while spraying. Allow 
propellant to evaporate, add 250 milli¬ 
liters of sterile 0.05 percent aqueous 
sodium thioglycolate, and swirl the flask 
to dissolve the contents. Then proceed 
as described in subparagraphs (2) (i) 
and (3) of this paragraph. 

(3) Conduct of test for molds and 
yeasts— (i) Dry powder. Proceed as di¬ 
rected in subparagraph (2) (i) of this 
paragraph (using the remaining two 
flasks), except use the agar medium as 
described in subparagraph (1) (ii) of 
this paragraph, and incubate at 25° C. 
for 5 days. Count the number of colo¬ 
nies appearing on each filter pad and 
calculate therefrom the number of vi¬ 
able microorganisms per gram of pow¬ 
der. 

(ii) Powder packaged with inert gases . 
Proceed as directed in subparagraph 
(2) (ii) of this paragraph, except use 
agar medium as described in subpara¬ 
graph (1) (ii) of this paragraph, and in¬ 
cubate at 25° C. for 5 days. 

(4) Evaluation of results. The micro¬ 
organism count of the sample is satis¬ 
factory if the average number of viable 
microorganisms is not more than 10 per 
container or per gram. 


§ 141e.431 Feed grade manganese baci¬ 
tracin powder oral veterinary. 

(a) Proceed as directed in § 141e.401 
(a), except in lieu of subparagraph 
(1) (ii) prepare the sample as follows: 

(1) Place 2 grams of the sample in-a 
150-milliliter beaker, add 5 milliliters of 
10 percent HC1 and stir 1 minute. Check 
PH with test paper. If pH is greater 
than 2 add more acid until pH 2 is 
reached. Add 45 milliliters of pyridine- 
buffer solution (mix 9 volumes pyridine 
and 31 volumes pH 6.0 buffer) and trans¬ 
fer the mixture to a centrifuge tube. 
Shake well for 5 minutes then centrifuge 
for 15 minutes at 2,000 r.p.m. Dilute an 
ahquot of the clear solution with enough 
PH 6.0 buffer to obtain an estimated 
concentration of 0.20 unit per milliliter. 
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(2) Prepare the following dilutions in 
0.1 MpH 6 buffer from the stock solution 
for the standard curve: 0.025, 0.05, 0.1, 
0 .2, 0.4, and 0.8 unit per milliliter with 
0.2 unit per milliliter as the reference 
concentration. Also add 10 milliliters 
of agar to each petri dish instead of 21 
milliliters. 

Its potency is satisfactory if it contains 
not less than 85 percent of the number 
of grams of manganese bacitracin per 
pound that it is represented to contain. 

(b) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(c) Maganese bacitracin used in mak¬ 
ing the batch— (1) Potency. Proceed as 
directed in § 141e.418(a). 

(2) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(3) Manganese content —(i) Reagents. 

Nitric acid (69.0 percent-71.0 percent) 
A.C.S. 1 

Sulfuric acid (95.0 percent-98 percent) 
A.C.S. 

Phosphoric acid (85 percent) A.C.S. 

Potassium periodate (99.8 percent). 

(ii) Manganese standard solution. 
Dissolve in a flask about 300 milligrams 
of potassium permanganate (A.C.S.) in 
100 milliliters of water and boil the solu¬ 
tion for about 15 minutes. Stopper the 
flask, allow it to stand for at least 2 days, 
and filter through asbestos. Standardize 
the solution as follows: Weigh accurately 
about 20 milligrams of sodium oxalate, 
previously dried at 110° C. to constant 
weight, and dissolve it in 25 milliliters of 
water. Add 1 milliliter of sulfuric acid, 
heat to about 70° C., and slowly add the 
permanganate solution from a buret, 
with constant stirring until a pale-pink 
color is produced that persists for 15 
seconds. The temperature at the con¬ 
clusion of the titration should not be less 
than 60° C. Calculate the concentration 
of the manganese in the standard. Store 
it in a glass-stoppered, amber-colored 
bottle. 

(iii) Procedure. Accurately weigh 200 
milligrams to 300 milligrams of the 
sample into a 30-milliliter kjeldahl flask. 
Add 5 milliliters of nitric acid and 2 mil¬ 
liliters of sulfuric acid, and heat with a 
full flame, adding nitric acid dropwise 
as needed to prevent charring of sample 
until SO* fumes appear. Cool, dilute 
with water, and boil until SOa fumes re¬ 
appear. After cooling, dilute the sample 
to 50 milliliters. To a 5-milliliter aliquot 
add 3 milliliters of phosphoric acid, 3 
milliliters of sulfuric acid, 0.3 gram of 
potassium periodate and water to a vol¬ 
ume of 75 milliliters. Boil for 5 minutes 
and continue heating in a boiling water 
bath for an additional 30 minutes. 
When cool, dilute the sample to 100 milli¬ 
liters and determine the permanganate 
color on a spectrophotometer against a 
water blank at 525 millimicrons. The 
amount of manganese that is present can 
be determined by comparing the ab¬ 
sorbance to a standard curve prepared 
by pipetting 3.0.-, 5.0.-, 10.0-, and 15.0- 
milliliter aliquots of the manganese 
standard solution into separate 100- 
milliliter volumetric flasks. Add 3.0 
milliliters of phosphoric acid and 3.0 


milliliters of sulfuric acid to each, and 
dilute to mark. In a suitable spectro¬ 
photometer, determine the absorbance 
of the solutions at 525 millimicrons, us¬ 
ing water as a blank. 


PART 146—GENERAL REGULATIONS 
FOR THE CERTIFICATION OF ANTI¬ 
BIOTIC AND ANTIBIOTIC-CON¬ 
TAINING DRUGS 

Sec. 

146.1 Definitions and interpretations appli¬ 

cable to Parts 146, 146a, 146b, 146c, 
146d, 146e, and 147. 

146.2 Requests for working standards and 

certification; information and 
samples required. 

146.3 Certification. 

146.4 Conditions on the effectiveness of 

certificates. 

146.5 Records of distribution. 

146.6 Authority to refuse certification 

service. 

146.7 New antibiotic and antibiotic-con¬ 

taining drugs. 

146.8 Fees. 

146.9 Antibiotics for agricultural use. 

146.10 Antibiotics for export. 

146.11 Assay requirements for antibiotic 

drugs exempted from certification. 

146.12 Antibiotic drugs exempted from cer¬ 

tification requirements under sec¬ 
tion 507 (c) of the Federal Food, 
Drug, and Cosmetic Act. 

146.13 Manganese bacitracin medicated ani¬ 

mal feed. 

146.14 Antibiotic and antibiotic-containing 

drugs intended for use in milk- 
producing animals; labeling. 

146.18 Exemptions for labeling. 

146.19 Exemptions for storage. 

146.20 Exemptions for processing. 

146.21 Exemptions for repacking. 

146.22 Exemptions for manufacturing use. 

146.23 Exemptions for investigational use. 

146.24 Penicillin powder for diagnostic use; 

streptomycin powder for diagnostic 
use; dihydrostreptomycin powder 
for diagnostic use; chlortetracy- 
cline hydrochloride powder for di¬ 
agnostic use; tetracycline hydro¬ 
chloride powder for diagnostic use; 
chloramphenicol powder for diag¬ 
nostic use; bacitracin powder for 
diagnostic use. 

146.25 Antibiotic drugs for use in medicated 

animal feed (antibiotic medicated 
feed premixes; antibiotic medi¬ 
cated feed concentrates that must 
be diluted with feed ingredients 
before they are fed). 

146.26 Animal feed containing penicillin; 

animal feed containing streptomy¬ 
cin; animal feed containing di¬ 
hydrostreptomycin; animal feed 
containing chlortetracycline; ani¬ 
mal feed containing tetracyline; 
animal feed containing bacitracin; 
animal feed containing feed grade 
zinc bacitracin; animal feed con¬ 
taining bacitracin methylene di¬ 
salicylate. 

146.27 Antibiotics for fish diseases. 

146.28 Antibiotics for bull semen. 

146.29 Biological drugs that contain anti¬ 

biotics. 

146.30 Exemption for the salts of antibiotic 

drugs for use in teaching, law en¬ 
forcement, research, and analysis. 

Authority: §§ 146.1 to 146.29 issued under 
sec. 507, 59 Stat. 463, as amended; 21 U.S.C. 
357. 

Cross Reference: For other regulations in 
this chapter concerning antibiotic and anti¬ 
biotic-containing drugs, see also §§ 3.15, 3.29, 
3.30, 3.501, 3.504, 3.507, and Part 121. 


1 American Chemical Society. 
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§ 146.1 Definitions and interpretations 
applicable to Parts 146, 146a, 146b, 
146c, 146d, 146e, and 147. 


RULES AND REGULATIONS 


In addition to the definitions and in¬ 
terpretations in this section, the defi¬ 
nitions and interpretations contained in 
section 201 of the Federal Food, Drug, 
and Cosmetic Act shall be applicable to 
such terms when used in the regulations 
covering the certification of antibiotic 
and antibiotic-containing drugs. 

(a) Definitions of antibiotic sub¬ 
stances. (1) Each of the several anti¬ 
biotic substances (e. g., penicillin F, peni¬ 
cillin G, penicillin X) produced by the 
growth of Penicillium notatum or Peni- 
cillium chrysogenum, and each of the 
same substances produced by any other 
means, is a kind of penicillin. 

(2) Each of the several antibiotic sub¬ 
stances produced by the growth of Strep- 
tomyces griseus, and each of the same 
substances produced by any other means, 
is a kind of streptomycin. 

(3) Each of the antibiotic substances 
produced by hydrogenation of strepto¬ 
mycin, and each of the same substances 
produced by any other means, is a kind of 
dihydrostreptomycin. 

(4) Each of the several antibiotic sub¬ 
stances produced by the growth of 
Streptomyces aureofaciens, and each of 
the same substances produced by any 
other means, is a kind of ehlortetra- 
cycline. 

(5) Each of the several antibiotic sub¬ 
stances produced by the hydrogenation 
of chlortetracycline, and each of the 
same substances produced by any other 
means, is a kind of tetracycline. 

(6) Each of the several antibiotic sub¬ 
stances produced by the growth of 
Streptomyces venezuelae, and each of the 
same substances produced by any other 
means, is a kind of chloramphenicol. 

(7) Each of the several antibiotic sub¬ 
stances produced by the growth of Bacil¬ 
lus subtilis var. Tracy, and each of the 
same substances produced by any other 
means, is a kind of bacitracin. 

(b) Definitions of master standards. 
(1) The term “penicillin G master 
standard” means a specific lot of crystal¬ 
line sodium penicillin G (sodium penicil¬ 
lin II) that is designated by the 
Commissioner as the standard of com¬ 
parison in determining the potency of 
the penicillin G working standards. 
The term “penicillin O master standard” 
means a specific lot of crystalline potas¬ 
sium penicillin O standardized by the 
penicillin G master standard and which 
is designated by the Commissioner as the 
standard of comparison in determining 
the penicillin O content of the penicillin 
O working standard. The term “penicil¬ 
lin V master standard” means a specific 
lot of crystalline penicillin V that is 
designated by the Commissioner as the 
standard of comparison in determining 
the potency of the penicillin V working 
standard. The term “L-a-phenoxyethyl, 
penicillin potassium master standard” 
means a specific lot of L-a-phenoxyethyl, 
penicillin potassium that is designated by 
the Commissioner as the standard of 
comparison in determining the potency 
of the L-a-phenoxyethyl, penicillin po¬ 
tassium working standard. The term 
“D-a-phenoxyethyl, penicillin potassium 


master standard” means a specific lot of 
D-a-phenoxyethyl, penicillin potassium 
that is designated by the Commissioner 
as the standard of comparison in deter¬ 
mining the potency of the D-a-phenoxy¬ 
ethyl, penicillin potassium working 
standard. The term “methicillin sodium 
master standard” means a specific lot of 
methicillin sodium that is designated by 
the Commissioner as the standard of 
comparison in determining the potency 
of the methicillin sodium working stand¬ 
ard. The term “sodium oxacillin master 
standard” means a specific lot of sodium 
oxacillin that is designated by the Com¬ 
missioner as the standard of comparison 
in determining the potency of the so¬ 
dium oxacillin working standard. 

(2) The term “streptomycin master 
standard” means a specific lot of crystal¬ 
line trihydrochloride calcium chloride 
salt of streptomycin that is designated by 
the Commissioner as the standard of 
comparison in determining the potency 
of the streptomycin working standard. 

(3) The term “dihydrostreptomycin 
master standard” means a specific lot of 
crystalline dihydrostreptomycin sulfate 
that is designated by the Commissioner 
as the standard of comparison in deter¬ 
mining the potency of the dihydrostrep 
tomycin working standard. 

(4) The term “chlortetracycline mas¬ 
ter standard” means a specific lot of 
crystalline chlortetcycline hydrochloride 
that is designated by the Commissioner 
as the standard of comparison in deter¬ 
mining the potency of the chlortetracy¬ 
cline working standard. 

(5) The term “demethylchlortetracy- 
cline master standard” means a specific 
lot of crystalline 6-demethylchlortetra- 
cycline hydrochloride that is designated 
by the Commissioner as the standard of 
comparison in determining the potency 
of the 6-demethylchlortetracycline work¬ 
ing standard. 

(6) The term “tetracycline master 
standard” means a specific lot of crystal¬ 
line tetracycline hydrochloride that is 
designated by the Commissioner as the 
standard of comparison in determining 
the potency of the tetracycline working 
standard. 

(7) The term “rolitetracycline master 
standard” means a specific lot of crystal¬ 
line rolitetracycline that is designated 
by the Commissioner as the standard of 
comparison in determining the potency 
of the rolitetracycline working standard. 

(8) The term “chloramphenicol mas¬ 
ter standard” means a specific lot of 
crystalline chloramphenicol that is des¬ 
ignated by the Commissioner as the 
standard of comparison in determining 
the potency of the chloramphenicol 
working standard. 

(9) The term “bacitracin master 
standard” means a specific lot of baci¬ 
tracin that is designated by the Commis¬ 
sioner as the standard of comparison 
in determining the potency of the baci¬ 
tracin working standard. 

(c) Definitions of the terms “unit” 
and “microgram” as applied to antibiotic 
substances. (1) <i) The term “unit” 
applied to penicillin means a penicillin 
activity contained in 0.6 microgram of 
the penicillin G master standard, except 


that the term “unit” applied to m,«hik 
V means a penicillin activity contaH 
0.59 microgram of the penicillin Vm. 
ter standard. The term “unit” annliwi 
Phenethicillin potassium means a ptnf 
cillm activity contained in 0 68 mw 
gram of the D- or ,* 

penicillin potassium master standard^ 
in 0.61 microgram of the free acid the 
latter value being used as a basis of mi 
version from units to the metric svstem I 
The term “penicillin potency” mearfthe 

(ii) The term “unit” applied to bacl-i 
tracrn means a bacitracin activity conJ 
tamed m 23.8 micrograms of thJ 
bacitracin master standard after it hi 

“g* f ^r 3 h ? UrS at 60 ° C * and a P res sure| 
of 5 millimeters or less; the term “baci-1 
tracin potency” means the number of 
such units in a specified quantity of a I 
substance. 1 

(2) (i) The term “microgram” applied I 
to streptomycin means the streptomycin 
activity (potency) contained in 1.38 mi¬ 
crograms of the streptomycin master! 
standard after it is dried for 4 hours at I 
56° C. and a pressure of 50 microns or I 
less. 

(ii) The term “microgram” applied to 
dihydrostreptomycin means the dihy¬ 
drostreptomycin activity (potency) con¬ 
tained in 1.25 micrograms of the dihydro¬ 
streptomycin master standard after it is 
dried for 4 hours at 100° C. and a pressure 
of 50 microns or less. 

(iii) The term “microgram” applied to 
chlortetracycline means the chlortetra¬ 
cycline activity (potency) contained in | 
1.0 microgram of the chlortetracycline 
master standard. 

(iv) The term “microgram” applied to j 
6 -demethylchlortetracycline means the 
6 -demethylchlortetracycline activity | 
(potency) contained in 1.0 microgram of 
6 -demethylchlortetracycline master 
standard. 

(v) The term “microgram” applied to 
tetracycline means the tetracycline 
activity (potency) contained in 1.0 
microgram of tetracycline master stand¬ 
ard. 

<vi) The term “microgram” applied to 
rolitetracycline means the rolitetracy¬ 
cline activity (potency) contained in 1.0 
microgram of the rolitetracycline master 
standard. 

(vii) The term “microgram” applied 
to chloramphenicol means the chloram¬ 
phenicol activity (potency) contained in 
1.0 microgram of the chloramphenicol 
master standard. 

(viii) The term “microgram” applied 
to methicillin means the methicillin ac¬ 
tivity (potency) contained in 1.105 mi¬ 
crograms of the methicillin master 
standard. 

(ix) The term “microgram” applied 
to oxacillin means the oxacillin activity 
(potency) contained in 1.0996 micro¬ 
grams of the sodium oxacillin master 
standard. 

(d) Definitions of working standards. 
(1) (i) The term “penicillin G working 
standard” means a specific lot of a homo¬ 
geneous preparation of one or more salts 
of penicillin. 

(ii) The term “penicillin O working 
standard” means a specific lot of a homo- 
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jeneous preparation of potassium peni- 

e “}S) 0 The term "penicillin V working 
.totidard” means a specific lot of a homo¬ 
geneous preparation of penicillin. 

(iv) The term “L-a-phenoxyethyl, 
npnicillin potassium working standard” 
mpans a specific lot of a homogeneous 
Separation of L-a-phenoxyethyl, peni- 
gmn potassium. The term “D-a-phe- 
noxyethyl, penicillin potassium working 
standard” means a specific lot of a homo¬ 
geneous preparation of D-a-phenoxy- 
ethyl penicillin potassium. 

(v) The term “methicillin working 
standard” means a specific lot of a ho¬ 
mogeneous preparation of methicillin. 

(vi) The term “sodium oxacillin work¬ 
ing standard” means a specific lot of a 
homogeneous preparation of sodium 
oxacillin. 

(2) [Reserved] 

(3) [Reserved] 

(4) The term “streptomycin working 
standard” means a specific lot of a ho¬ 
mogeneous preparation of one or more 
streptomycin salts. 

(5) The term “dihydrostreptomycin 
working standard” means a specific lot 
of a homogeneous preparation of one or 
more dihydrostreptomycin salts. 

(6) The term “chlortetracycline work¬ 
ing standard” means a specific lot of a 
homogeneous preparation of one or more 
chlortetracycline salts. 

(7) The term “demethylchlortetra- 
cycline working standard” means a spe¬ 
cific lot of a homogeneous preparation of 
one or more 6-demethylchlortetracycline 
salts. 

(8) The term “tetracycline working 
standard” means a specific lot of a 
homogeneous preparation of one or more 
tetracycline salts. 

(9) The term “rolitetracycline work¬ 
ing standard” means a specific lot of a 
homogeneous preparation of one or more 
rolitetracycline salts. 

(10) The term “chloramphenicol 
working standard” means a specific lot 
of a homogeneous preparation of one 
or more chloramphenicols. 

(11) The term “bacitracin working 
standard” means a specific lot of a 
homogeneous preparation of one or more 
bacitracins. 

The potency or purity of each prepara¬ 
tion has been determined by comparison 
with its master standard, and each has 
been designated by the Commissioner as 
working standards for use in determining 
the potency or purity of antibiotic sub¬ 
stances subject to the regulations in this 
chapter. 

(e) Miscellaneous definitions. (1) The 
term “batch” means a specific homo¬ 
geneous quantity of a drug. 

(2) The term “batch mark” means an 
identifying mark or other identifying de¬ 
vice assigned to a batch by the manu¬ 
facturer or packer thereof. 

(3) The term “Commissioner” means 
the Commissioner of Pood and Drugs and 
any other officer of the Pood and Drug 
Administration whom he may designate 
to act in his behalf for the purpose of the 
regulations for the certification of anti¬ 
biotic and antibiotic-containing drugs. 

(4) The term “U. S. P.” means the offi¬ 
cial Pharmacopeia of the United States, 
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including supplements thereto. The 
term “N. F.” means the official National 
Formulary, including supplements 
thereto. 

(5) The term “manufacture” does not 
include the use of a drug as an ingredi¬ 
ent in compounding any prescription is¬ 
sued by a practitioner licensed by law to 
administer such drug. 

(f) All statements, samples, and other 
information and materials submitted in 
connection with a request for certifica¬ 
tion shall be considered to be part of such 
request. 

(g) Except as specifically provided by 
regulations in Parts 146,146a, 146b, 146c, 
146d, 146e, and 147 of this chapter, no 
provision of any regulation in such parts 
shall be construed as exempting any 
drug from any applicable provision of 
the act or any regulation thereunder. 

(h) The regulations in Parts 141a, 
141b, 141c, 141d, 141e, and 147 of this 
chapter, prescribing tests and methods of 
assay, shall not be construed as prevent¬ 
ing the Commissioner from using any 
other test or method of assay in his 
investigations to determine whether or 
not: 

(1) A request for certification con¬ 
tains any untrue statement of a mate¬ 
rial fact; or 

(2) A certification has been obtained 
through fraud, or through misrepre¬ 
sentation or concealment of a material 
fact. 

(i) Wherever the potency of an anti¬ 
biotic drug included in the regulations 
in this chapter is expressed in terms of 
weight, such potency shall be equivalent 
to that contained in the same weight 
of the master standard of the drug. 

(j) At the option of the person hav¬ 
ing control of records required to be kept 
by any section in this part, photostatic 
or other permanent reproductions may 
be substituted for such records after the 
first 2 years of the holding period. 

(k) [Reserved.] 

(l) Penicillin and penicillin-containing 
drugs intended for treatment or pre¬ 
vention of mastitis in dairy animals by 
intramammary infusion; dosage limita¬ 
tion . Whenever the labeling of a peni¬ 
cillin or penicillin-containing drug in¬ 
cluded in the regulations in this chapter 
suggests or recommends its use in the 
prevention or treatment of mastitis in 
dairy animals by intramammary infu¬ 
sion, the penicillin content of each single 
dose shall not exceed 100,000 units when 
used as directed in such labeling. 

(m) The expiration date prescribed 
for a drug by the regulations in this 
chapter may be omitted from the label 
of the immediate container if such con¬ 
tainer contains a single dose and it is 
packaged in an individual wrapper or 
container that bears the date prescribed. 

§ 146.2 Requests for working standards 
and certification; information and 
samples required. 

(a) A request for certification of a 
batch shall be addressed to the Com¬ 
missioner and shall be in a form speci¬ 
fied by him. A request from a foreign 
manufacturer shall be signed by such 
manufacturer and by an agent of such 
manufacturer who resides in the United 
States. 
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(b) The initial request for certification 
of a batch of any drug submitted by any 
person shall be preceded or accompanied 
by a full statement of the facilities and 
controls used to maintain the identity, 
strength, quality, and purity of each 
batch, including a description of (1) the 
methods and processes used in the manu¬ 
facture of the drug; (2) the tests and 
assays of the drug made during the 
manufacture of the batch and after it is 
packaged; and (3) the laboratory facili¬ 
ties used in such controls. Such initial 
request shall also be preceded or accom¬ 
panied by the key of the batch marks 
used by such person and by specimens of 
all labeling (including specimens of all 
brochures and other printed matter ex¬ 
cept readily available medical publica¬ 
tions, referred to in such labeling) to be 
used for such drug. When any change 
is made in any such facility or control, 
or in any such key or labeling, such 
person shall promptly submit to the 
Commissioner a full statement of such 
change or, in the case of changed label¬ 
ing, specimens showing all such changes. 

(c) Each sample submitted pursuant 
to the regulations in this chapter shall 
be addressed to the Commissioner. Its 
package shall be clearly identified as to 
its contents and shall bear the name and 
post-office address of the person submit¬ 
ting it. 

(d) In addition to the information and 
samples specifically required to be sub¬ 
mitted to the Commissioner by the reg¬ 
ulations in this chapter, the person who 
requests certification of a batch shall 
submit such further information and 
samples as the Commissioner may require 
for the purpose of investigations to de¬ 
termine whether or not such batch com¬ 
plies with the requirements of § 146.3 
for the issuance of a certificate. 

(e) Upon the request of any person, 
stating reasonable grounds therefor, the 
Commissioner shall furnish such person 
with a portion of the working standards. 

§ 14*6.3 Certification. 

(a) If it appears to the Commissioner, 
after such investigation as he considers 
necessary, that: 

(1) The information (including re¬ 
sults of tests and assays) and samples 
required by or pursuant to the regula¬ 
tions in this chapter have been sub¬ 
mitted, and the request for certification 
contains no untrue statement of a ma¬ 
terial fact; and 

(2) The batch complies with the reg¬ 
ulations in this chapter and conforms to 
the applicable standards of identity, 
strength, quality, and purity prescribed 
by the regulations in this chapter; 

the Commissioner shall certify that such 
batch is safe and efficacious for use, sub¬ 
ject to such conditions on the effective¬ 
ness of certificates as are prescribed by 
§ 146.4, and shall issue to the person who 
requested it a certificate to that effect. 

(b) If the Commissioner determines, 
after such investigation as he considers 
to be necessary, that the information 
submitted pursuant to the regulations in 
this chapter, or the batch covered by 
such request, does not comply with the 
requirements set forth in paragraph (a) 
of this section for the issuance of a cer- 
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tificate, the Commissioner shall refuse to 
certify such batch and shall give notice 
thereof to the person who requested cer¬ 
tification, stating his reasons for refusal. 

(c) Compliance of a drug with the 
standards of identity, strength, quality, 
and purity prescribed by regulations in 
this chapter shall be determined by the 
tests and methods of assay prescribed 
for such drug by regulations in Parts 
141a to 141e and § 147.2 of this chapter. 

§ 146.4 Conditions on tlie effectiveness 
of certificates. 

(a) A certificate shall not become 
effective: 

(1) If it is obtained through fraud or 
through misrepresentation or conceal¬ 
ment of a material fact; 

(2) With respect to any package un¬ 
less it complies with the packaging re¬ 
quirements, if any, prescribed by the reg¬ 
ulations in this chapter which were in 
effect on the date of the certificate; 

(3) With respect to any package un¬ 
less its label and labeling bear all words, 
statements, and other information re¬ 
quired by the regulations in this chap¬ 
ter; or 

(4) With respect to any package of a 
certifiable antibiotic drug subject to the 
regulations in this chapter, when it is 
included in a packaged combination with 
another drug, unless such other drug 
complies with the requirements of the 
regulations in this chapter. 

(b) A certificate shall cease to be effec¬ 
tive: 

(1) With respect to any immediate 
container after the expiration date, if 
any, prescribed by the regulations in this 
chapter; 

(2) With respect to any immediate 
container when it or its seal (if the regu¬ 
lations in this chapter require it to be 
sealed) is broken, or when its label or 
labeling is altered, mutilated, destroyed, 
obliterated, or removed in whole or in 
part, or ceases to conform to any labeling 
requirement prescribed by the regula¬ 
tions in this chapter, except that: 

(i) If the drug in such container is re¬ 
packed or used as an ingredient in the 
manufacture of another drug, and certi¬ 
fication of the batch thus made is re¬ 
quested, such certificate shall continue 
to be effective for a reasonable time to 
permit certification or destruction of 
such batch; 

(ii) If the drug is in a container pack¬ 
aged for dispensing and is used in com¬ 
pounding a prescription issued by a 
practitioner licensed by law to admin¬ 
ister such drug, such certificate shall 
continue to be effective for a reasonable 
time to permit the delivery of the drug 
compounded on such prescription; or 

(iii) If its label or labeling is removed 
in whole or in part for the purpose of 
relabeling and supplemental certifica¬ 
tion of the relabeled drug is requested, 
as provided by § 146.18. 

(3) With respect to any immediate 
container of penicillin when it is In¬ 
cluded in the packaged combination 
penicillin with aluminum hydroxide gel 
or penicillin with a vasoconstrictor, or 
to any immediate container of bacitracin 
when it is included in the packaged com¬ 
bination bacitracin with a vasoconstric¬ 
tor, except that when certification of the 


batch so included is requested, such cer¬ 
tificate shall continue to be effective for 
a reasonable time to permit certification 
of such batch which is part of such com¬ 
bination; 

(4) With respect to any package when 
the drug therein fails to meet the stand¬ 
ards of identity, strength, quality, and 
purity which were in effect on the date of 
the certificate; except that those minor 
changes which occur before the expira¬ 
tion date and which are normal and un¬ 
avoidable in good storage and distribu¬ 
tion practice shall be disregarded. 

(5) With respect to any package of a 
certifiable antibiotic drug subject to the 
regulations in this chapter, included in 
a packaged combination with another 
drug, when such other drug fails to meet 
the requirements of the regulations in 
this chapter; or 

(6) With respect to any immediate 
container, if such regulations require 
its labeling to bear a caution against 
dispensing otherwise than on prescrip¬ 
tion, at the beginning of the act of 
dispensing or offering to dispense it 
otherwise than; 

(i) By a practitioner licensed by law 
to administer such drug; or 

(ii) On his prescription issued in his 
professional practice. 

§ 146.5 Records of distribution. 

(a) The person who requested certifi¬ 
cation shall keep complete records show¬ 
ing each shipment and other delivery 
(including exports) of each certified 
batch or part thereof by such person or 
by any pierson subject to his control. 
Such records shall show the date and 
quantity of each such shipment or de¬ 
livery and the name and post-office ad¬ 
dress of the person to whom such ship¬ 
ment or delivery was made, and shall be 
kept for not less than three years after 
such date. 

(b) Upon the request of any officer or 
employee of the Food and Drug Adminis¬ 
tration, or of any other officer or em¬ 
ployee of the United States acting on 
behalf of the Secretary, the person to 
whom a certificate is issued shall at 
all reasonable hours make such records 
available to any such officer or employee 
and shall accord to him full opportunity 
to make inventory of stocks of such 
batch on hand and otherwise to check 
the correctness of such records. 

§ 146.6 Authority to refuse certification 
service. 

When the Secretary finds, after giving 
notice and opportunity for hearing, that 
a person has: 

(a) Obtained or attempted to obtain 
a certificate through fraud, or through 
misrepresentation or concealment of a 
material fact; 

(b) Falsified the records required to 
be kept by § 146.6; or 

(c) Failed to keep such records or to 
make them available, or to accord full 
opportunity to make an inventory of 
stocks on hand or otherwise to check 
the correctness of such records, as re¬ 
quired by § 146.5, and such failure may 
materially impair the certification serv¬ 
ice; 


the Secretary will immediately suspend 
service to such person under the reeni. 
tions in this chapter and will contZl 
such suspension unless and until sm* 
person shows adequate cause why swh 
service should be resumed. 


§ 146.7 New antibiotic and antibiotic, 
containing products. 

Any request that the Secretary p ro 
vide for the certification of batches of 
a drug for which no provision for cer 
tification is made in the existing regu" 
lations in this chapter shall be in a form 
specified by the Commissioner and shall 
be accompanied by: 

(a) A statement of the conditions for 
which the person who makes such request 
intends such drug to be used, and ade¬ 
quate directions for use in each such con¬ 
dition; 

(b) Full reports of investigations 
which have been made to show whether 
or not such drug is safe and efficacious 
for use in such conditions; 

(c) A full list of the articles used as 
components of such drug; 

(d) A full statement of the composi¬ 
tion of such drug; 

(e) A full description of the methods 
used in, and the facilities and controls 
used for, the manufacture, processing, 
and packing of such drug; 

(f) A full description of, or references 
to publications containing practical and 
accurate tests and methods of assay to 
determine the identity, strength, qual¬ 
ity. and purity of such drug; 

(g) Such samples of such drug and 
of the articles used as components there¬ 
of as the Commissioner may require; and 

(h) Specimens of all labeling (includ¬ 
ing all brochures and other printed mat¬ 
ter, except readily available medical pub¬ 
lications, referred to in such labeling) 
proposed to be used for such drug. 


§ 146.8 Fees. 

(a) Fees for the services rendered 
under the regulations in this chapter 
shall be such as are necessary to provide, 
equip, and maintain an adequate certifi¬ 
cation service. 

(b) The fee for such services with re¬ 
spect to each batch of a drug, certifica¬ 
tion of which is provided by the regula¬ 
tions in this chapter, including those 
published hereafter, is the fee prescribed 
in the section relating specifically to such 
drug plus an additional 30 percent of 
whatever that fee may be, except that in 
the case of a supplemental request sub¬ 
mitted pursuant to the provisions of 
§ 146.18, the fee shall be $3.00. 

(c) When the Commissioner considers 
it necessary to make investigations of a 
new product containing a certifiable 
antibiotic drug on which a request has 
been submitted in accordance with 
§ 146.7, the fee for such service shall be 
the cost thereof. In such case the re¬ 
quest shall be followed by an advance 
deposit in such amount as the Commis¬ 
sioner specifies, and thereafter such ad¬ 
ditional advance deposits shall be made 
as the Commissioner estimates may be 
necessary to prevent arrears in the pay¬ 
ment of such fee. 

(d) A person requiring continuing cer¬ 
tification services may maintain an ad¬ 
vance deposit of the estimated cost of 
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I services for a two-month period. 

,.h deposit shall be debited with fees 
. .Services rendered, but shall not be 
Ifhited for any fee the amount of which 
k not definitely specified in the regula¬ 
rs in this chapter unless the depositor 
\Z nreviously requested the perform¬ 
ance of the services to be covered by such 
I* A monthly statement for each such 
advance deposit shall be rendered. 

1 (e) The unearned portion of any ad- 
Ivanr deposit shall be refunded to the 
I depositor upon his application. 

(0 Whenever in the judgment of the 
I Commissioner the ratio between fees col¬ 
lected (which are based upon experience 
and the best estimate of costs and the 
best estimate of earnings) and the costs 
of providing the service during an 
elapsed period of time, in the light of all 
circumstances and contingencies, war¬ 
rants a refund from the fund collected 
during such period, he shall make rata¬ 
ble refunds to those persons to whom 
the services were rendered and charged, 
[except for those services described un- 
ier § 146.18 and § 146.26. 

(g) All deposits and fees required by 
[the regulations in this chapter shall be 
paid by money order, bank draft, or cer¬ 
tified check drawn to the order of the 
Food and Drug Administration, collect¬ 
ible at par at Washington, D.C. All such 
deposits and fees shall be forwarded to 
the Food and Drug Administration, De¬ 
partment of Health, Education, and 
Welfare, Washington 25, D.C., where¬ 
upon after making appropriate records 
thereof they will be transmitted to the 
Chief Disbursing Officer, Division of Dis¬ 
bursement, Treasurer of the United 
States, for deposit to the special account 
"Salaries and Expenses, Certification, 
Inspection, and Other Services, Food and 
Drug Administration.” 

I § 146.9 Antibiotics for agricultural use. 

An article that contains one or more 
of the antibiotic substances subject to 
certification under section 507 of the 
act and intended solely for application 
to plants for the control of plant diseases 
caused by microorganisms and conspicu¬ 
ously so labeled is not subject to the 
requirements of sections 502(1) and 507 
of the Federal Food, Drug, and Cosmetic 
Act, if it contains one or more suitable 
denaturants that make it unfit for drug 
use; but in no case shall it be exempt 
from the requirements of sections 502 (1) 
and 507 of the act if it is represented or 
intended to be administered to man or 
other animals for the cure, mitigation, 
treatment, or prevention of disease or as 
an animal feed supplement. 

§ 146.10 Antibiotics for export. 

Drugs containing penicillin, strepto¬ 
mycin, dihydrostreptomycin, chlortetra- 
cycline, tetracycline, chloramphenicol, 
or bacitracin intended for export will be 
certified notwithstanding failure to meet 
the labeling requirements of the appli¬ 
cable monographs if the labeling used 
for such drugs complies with the follow¬ 
up conditions: 

(a) It has been approved before use 
by the government authorities of the 
country to which the drugs are intended 
for export; and 
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(b) Such labeling represents that such 
drugs are for use only in those conditions 
for which they are certified for domestic 
distribution. 

§ 146.11 Assay requirements for anti¬ 
biotic drugs exempted from certifica¬ 
tion. 

(a) On December 3, 1953, the regu¬ 
lations for the certification of antibiotic 
and antibiotic-containing drugs were 
amended to exempt penicillin troches 
and bacitracin ointment from the cer¬ 
tification requirements under sections 
502 (1) and 507 of the act, provided the 
drugs comply with certain prescribed 
standards. Since that time a number of 
veterinary preparations that contain the 
antibiotic drugs subject to the regula¬ 
tions in this chapter have also been ex¬ 
empted, under certain conditions. One 
of these conditions is that the label of 
each package shall bear an expiration 
date which is determined from the date 
“duripg which the batch was last as¬ 
sayed and released by the manufac¬ 
turer.” 

(b) It has come to the attention of 
the Food and Drug Administration that 
a number of manufacturers and/or re¬ 
packers do not test these drugs to deter¬ 
mine if they comply with the standards 
prescribed for them by the regulations. 
It is the position of the Food and Drug 
Administration that if each batch of such 
drugs is not tested by the manufacturer 
or his agent to determine whether it 
complies with the standards of identity, 
strength, quality, and purity prescribed 
for it, the batch is not exempt from 
certification and it may be deemed to be 
misbranded under section 502 (1) of the 
act when in interstate commerce. 

(Interprets or applies sec. 502, 52 Stat. 1050, 
as amended; 21 U. S. C. 352) 

§ 146.12 Antibiotic drugs exempted 
from certification requirements un¬ 
der section 507 (c) of the Federal 
Food, Drug, and Cosmetic Act. 

(a) Section 507(a) of the Federal 
Food, Drug, and Cosmetic Act directs 
the Secretary of Health, Education, and 
Welfare to promulgate regulations that 
shall provide for the certification of 
batches of drugs composed wholly or 
partly of any kind of penicillin, strep¬ 
tomycin, chlortetracycline, chloramphe¬ 
nicol, or bactitracin, or any derivative 
thereof. Subsection (c) of that section 
of the act requires the Secretary to ex¬ 
empt any drug or class of drugs from 
the certification requirements when in 
his judgment such requirements are not 
necessary to insure their safety and ef¬ 
ficacy of use. Under the provisions of 
that subsection, a variety of antibiotic 
drugs have been exempted from predis¬ 
tribution testing and certification re¬ 
quirements, including those intended for 
human, veterinary, and miscellaneous 
uses. 

(b) From time to time the Food and 
Drug Administration has received re¬ 
quests from interested persons for infor¬ 
mation concerning the kinds of antibiotic 
preparations that have been exempted 
from certification. Since there may be 
others who are interested in having this 
information, the names of the exempt 


drugs are listed in subparagraphs (1), 
(2), and (3) of this paragraph. All the 
preparations listed, with the exception 
of crystalline penicillin G sodium and 
crystalline penicillin G potassium, are 
exempt only if they comply with certain 
requirements prescribed for them by the 
exempting regulations; furthermore, if 
crystalline penicillin G sodium or crystal¬ 
line penicillin G potassium is used in the 
manufacture of another drug, it must 
comply with the standards of identity, 
strength, quality, and purity specified 
for its use in the manufacture of such 
drug. 

(1) The following antibiotic drugs in¬ 
tended for human use have been 
exempted from certification: 

Crystalline penicillin G sodium. 

Crystalline penicillin G potassium. 

Bacitracin ointment. 

Buffered crystalline penicillin G (sodium) 
for parenteral use. 

Buffered crystalline penicillin G (potas¬ 
sium) for parenteral use. 

PenicUlin troches. 

(2) The following antibiotic drugs in¬ 
tended for veterinary use have been 
exempted from certification: 

Buffered crystalline penicillin G (sodium) 
for parenteral use. 

Buffered crystalline penicillin G (potas¬ 
sium) for parenteral use. 

Penicillin tablets. 

Buffered penicillin powder. 

Benzathine penicillin G oral suspension. 

Penicillin-streptomycin tablets. 

Penicillin-dihydrostreptomycin tablets. 

PenicUUn-streptomycin powder with or 
without added vitamin substances, intended 
for oral use. 

Penicillin-dihydrostreptomycin powder 
with or without added vitamin substances, 
intended for oral use. 

Streptomycin for Inhalation therapy. 

Dihydrostreptomycin for inhalation ther¬ 
apy. 

Streptomycin sulfate powder oral veter¬ 
inary. 

Dihydrostreptomycin powder oral veteri¬ 
nary. 

Streptomycin hydrochloride (or sulfate) 
solution oral veterinary. 

Streptomycin-dihydrostreptomycln for in¬ 
halation therapy. 

Streptomycin sulfate-dihydrostreptomycin 
sulfate powder oral veterinary. 

Chlortetracycline powder, tetracycline 
powder, and tetracycline hydrochloride pow¬ 
der for oral use. 

Chlortetracycline hydrochloride tablets. 

Crude chlortetracycline oral veterinary. 

Chlortetracycline hydrochloride powder 
topical and tetracycline hydrochloride powder 
topical. 

Soluble bacitracin methylene disalicylate. 

Bacitracin powder for oral use. 

Feed grade bacitracin and feed grade zinc 
bacitracin oral veterinary. 

Antibiotic-medicated animal feeds that are 
Intended for use in promoting the growth 
rate of certain animals. 

Antibiotic-medicated animal feeds that 
also contain prescribed amounts of one or 
more active drug ingredients and are In¬ 
tended for use in promoting the growth rate 
of certain animals. 

Antibiotic-medicated animal feeds that 
contain prescribed amounts of specific anti¬ 
biotics and are intended for use in the pre¬ 
vention or treatment of specific diseases of 
certain animals. 

Antibiotic-medicated animal feeds that 
also contain prescribed amounts of one or 
more other active drug ingredients and are 
intended for use in promoting the growth 
rate (because of the antibiotics) and for the 
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prevention or treatment of specific diseases 
(because of the other active drug ingredients) 
of certain animals. 

Antibiotic-medicated animal feeds that 
contain prescribed amounts of antibiotics 
and also prescribed amounts of one or more 
other active drug ingredients and are in¬ 
tended for use in the prevention or treatment 
of specific diseases of animals which are 
amenable to the combination drug. 

(3) The following antibiotic drugs for 
miscellaneous uses have been exempted 
from certification: 

Antibiotics for agricultural use. 

Antibiotics for diagnostic use. 

Antibiotics for fish diseases. 

Antibiotics for use as preservatives of buU 
semen. 

Antibiotics for use as preservatives of bio¬ 
logical drugs. 

Antibiotics for use in teaching, law en¬ 
forcement, research, and analysis. 

(c) It is reasonable to assume that 
other antibiotic preparations will be ex¬ 
empted from the certification require¬ 
ments. However, because of their unique 
importance in the treatment of serious 
infections suffered by large segments of 
the population, it would not be in the 
best interests of the public health to 
exempt any antibiotic drug from certifi¬ 
cation until experience has proved that 
all manufacturers can consistently pro¬ 
duce batches of the drug that are safe 
and efficacious for use. Exceptions to 
this policy will be considered when it has 
been determined that a preparation is no 
longer of sufficient importance to the 
public health to require the certification 
type of control, or when the preparation 
is intended for use solely in a manner 
that will not affect the public health. 

§ 146.13 Manganese bacitracin medi¬ 
cated animal feed. 

Animal feed containing feed grade 
manganese bacitracin powder oral veter¬ 
inary, with or without added suitable 
vitamin substances, shall be exempt from 
the requirements of section 502 (Z) and 
507 of the act, under the following 
conditions: 

(a) It is intended for use solely as an 
aid in stimulating the growth and im¬ 
proving the feed efficiency of chickens, 
turkeys, and swine. 

(b) It contains, per ton of feed, the 
equivalent of the following quantities 
of the bacitracin master standard as 
feed grade manganese bacitracin powder 
oral veterinary: 

(1) For chickens and turkeys: Not 
less than 4 grams and not more than 50 
grams; or it may contain a combination 
of manganese bacitracin and penicillin, 
in which case it shall contain not less 
than 3 grams of manganese bacitracin 
and not less than 0.6 gram of penicillin, 
but not more than 50 grams of the com¬ 
bination drug. 

(2) For swine: Not less than 10 grams 
and not more than 50 grams. 

§ 146.14 Antibiotic and antibiotic-con¬ 
taining drugs intended for use in 
milk-producing animals; labeling. 

Whenever the labeling of an antibiotic 
drug included in the regulations in this 
chapter suggests or recommends its use 
in milk-producing animals, the label of 
such drugs shall bear either the state¬ 
ment “Warning: Not for use in animals 


producing milk, since this use will result 
in contamination of the milk” or the 
statement “Warning: Milk taken from 
treated animals within — hours after the 
latest treatment must not be used for 
food”, and the blank has been filled in 
with the figure, which shall not be 
greater than 96, that the Commissioner 
has authorized the manufacturer of the 
drug to use. The Commissioner shall 
determine what such figure shall be from 
information submitted by the manufac¬ 
turer and which the Commissioner con¬ 
siders is adequate to prove that period 
of time after the latest treatment that 
the milk from treated animals will con¬ 
tain no residues from use of the prepa¬ 
ration. If the use of the antibiotic drug 
as recommended does not result in its 
appearance in the milk neither of the 
above warning statements is required. 

§ 146.18 .Exemptions for labeling. 

(a) Except as provided by paragraphs 

(c) and (d) of this section, a shipment 
or other delivery of a drug which is to be 
labeled at an establishment located else¬ 
where than at the place of manufacture 
shall be exempt, during the time of in¬ 
troduction into and movement in inter¬ 
state commerce and the time of holding 
in such establishment, from the require¬ 
ments of section 502 (1) of the act if the 
labeling of each shipping container bears 
the batch mark of the drug, the num¬ 
ber of units per package, the expiration 
date, and if the person who introduced 
such shipment or delivery into interstate 
commerce holds a permit from the Com¬ 
missioner authorizing shipment for la¬ 
beling in such establishment. 

(b) (1) An application for such a per¬ 
mit shall be in a form specified by the 
Commissioner, and shall give the name 
and location of the establishment in 
which such labeling is to be done. 

(2) In case the applicant is the oper¬ 
ator of such establishment, the applica¬ 
tion shall include a written agreement 
signed by him that he will request cer¬ 
tification of each batch from which any 
shipment or delivery is made to such 
establishment unless it is exempt under 
section 801 (d) of the act or § 146.23; 
that he will not remove any of such drug 
from such establishment unless it com¬ 
plies with section 502 (1) of the act or 
is so exempt, or if certification is refused, 
unless it is returned within a reasonable 
time to permit reprocessing and certifica¬ 
tion, destruction, or such exemption at 
the establishment where it was manu¬ 
factured; that he will keep complete rec¬ 
ords showing the date, quantity, and 
batch mark of each such shipment and 
delivery and the disposition thereof; that 
he will make such records available to 
any officer or employee of the Food and 
Drug Administration at any reasonable 
hour within three years after the date 
of such disposition; and that he will ac¬ 
cord full opportunity to such officer or 
employee to make inventories of stocks 
on hand and otherwise check the cor¬ 
rectness of such records. 

(3) In case the applicant is not the 
operator of such establishment such ap¬ 
plication shall include or be accompa¬ 
nied by: 

(i) A written agreement signed by the 
applicant that he will request certifica¬ 



tion of each batch from which anv 
ment or delivery is made to S 
establishment unless it is exempt unri 
section 801 (d) of the act or § h? 2 
that he will keep complete records sh™ 
ing the date, quantity, and batch marl 
of each such shipment and delivery-in 
that he will make such records availabl 
to any officer or employee of the Poll 
and Drug Administration at any reason 
able hour within three years after th 
date of such shipment or delivery an 

(ii) A written agreement signed by th 
operator of such establishment that h 
will submit a request, supplemental t 
that of the applicant, for the certifica 
tion of each batch or portion thereo 
comprised in any such shipment or de 
livery received by him unless it is exemp 
under section 801 (d) of the act o 
§ 146.23; that he will specify in his re 
quest the number of packages of eac 
size in such shipment or delivery, th 
date of delivery, the batch mark thereo] 
and the batch mark he will use therefor 
that the batch marks to be used (if dif 
ferent from those of the applicant) wil 
be only those of which the key is specific 
in this agreement that the expiratioi 
date used for the batch will be only tha 
assigned to the manufacturer by cerl 
tification; that the labeling to be use| 
for such packages will be only that ( 
which specimens are attached to th 
agreement (including specimens of 
brochures and other printed matter, e 
cept readily available medical publicai 
tions, referred to in such labeling); that! 
when any change is made in such key or( 
labeling he will promptly submit to I 
Commissioner a full statement of such 
change or, in the case of changed label¬ 
ing, specimens showing all such changes; 
that he will not remove any of such drug 
from such establishment unless it com¬ 
plies with section 502 (1) of the act or i 
exempt under section 801 (d) of the act] 
or § 146.23 or, if certification is refused, 
unless it is returned within a reasonably 
time to permit reprocessing and ci 
cation, destruction, or such exemption atl 
the establishment where it was manufac-| 
tured; that he will keep complete 
records of the disposition of each such 
shipment and delivery; that he will make! 
such records available to any officer or 
employee of the Food and Drug Admin-| 
istration at any reasonable hour with 
three years after the date of such disp 
sition; and that he will accord full op 
portunity to such officer or employee t 
make inventories of stocks on hand i 
otherwise check the correctness of s 
records. 

(4) When the Commissioner finds, | 
after giving notice and opportunity 
hearing, that such application contair 
any untrue statement of a material fact 
or that any provision of any such agree¬ 
ment has been violated he may revoke 
such permit. 

(c) An exemption of a shipment or 
other delivery under paragraph (a) of 
this section, in case the person who in 
troduced such shipment or delivery mtc 
interstate commerce is the operator oj 
such establishment, shall become void 
at the beginning of the act of re¬ 
moving or offering to remove such ship¬ 
ment or delivery or any part thereof, be¬ 
fore or after labeling, from such estao- 
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kmont unless such batch complies with 
mi (l) of the act or is exempt un- 
bisection 801 (d) of the act or § 146.23 
K TertJflcation is refused, unless such 
foment or delivery is returned within 
finable time to permit reprocessing 
“Certification, destruction, or such ex- 
aption at the establishment where it 

^manufactured. . „ 

r m) An exemption of a shipment or 
er delivery under paragraph (a) of 
■hi section, in case the person who in¬ 
duced such shipment or delivery into 
interstate commerce is not the operator 
Ssuch establishment, shall expire at the 
diming of the act of removing or offer¬ 
ing to remove such shipment or delivery 
lr anv part thereof, before or after label¬ 
ing from such establishment unless such 
hatch complies with section 502 (1) of 
Jihe act or is exempt under section 801 
Id) of the act or § 146.23 or, if certifica- 
■ion is refused, unless such shipment or 
lelivery within a reasonable time, is de¬ 
stroyed or returned to permit reprocess- 
bg and certification, destruction, or 
Lch exemption at the establishment 
there it was manufactured. 

8146.19 Exemptions for storage. 

(a) Except as provided by paragraphs 
(c) and (d) of this section, a shipment or 
[other delivery of a drug which is to be 

;ored at a warehouse located elsewhere 
jan at the place of manufacture shall 
ue exempt, during the time of introduc¬ 
tion into and movement in interstate 
commerce and the time of holding in 
such warehouse, from the requirements 
of section 502 (1) of the act if the label¬ 
ing of each shipping container bears the 
batch mark of the drug, and if the person 
who introduced such shipment or deliv¬ 
ery into interstate commerce holds a 
permit from the Commissioner authoriz¬ 
ing shipment for storage in such ware¬ 
house. 

(b) An application for such a permit 
shall be in a form specified by the Com¬ 
missioner, and shall give the name and 
location of the warehouse in which such 
drug is to be stored. Such application 
shall be accompanied by: 

(1) A written agreement signed by the 
applicant that he will request certifica¬ 
tion of each batch thereof unless it is 
exempt under section 801 (d) of the act 
or §§ 146.18, 146.21, or 146.22, that he 
will not remove any of such drug from 
such warehouse unless it complies with 
section 502 (1) of the act or is so ex¬ 
empt or, if certification is refused unless 
it is returned within a reasonable time to 
permit reprocessing and certification, de¬ 
struction, or such exemption at the 
establishment where it was manufac¬ 
tured ; that he will keep complete records 
showing the date, quantity, and batch 
mark of each shipment and other deliv¬ 
ery of any such drug to such warehouse, 
and that he will make such records avail¬ 
able to any officer or employee of the 
Food and Drug Administration at any 
reasonable hour within three years after 
the date of such shipment or delivery; 
and 

(2) A written statement signed by the 
operator of such warehouse showing that 
he has adequate facilities for such stor- 
^e; such statement shall contain an 
agreement that he will hold each ship- 
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ment or other delivery of such drug in¬ 
tact, under such conditions as will not 
cause failure of the drug to comply with 
the requirements for certification, that 
he will keep complete records showing 
the date of receipt by him and the quan¬ 
tity and batch mark of each such ship¬ 
ment and delivery and the disposition 
thereof, that he will make such records 
available to any officer or employee of 
the Food and Drug Administration at 
any reasonable hour within three years 
after the date of such disposition, and 
that he will accord full opportunity to 
such officer or employee to make inven¬ 
tories of stocks on hand and otherwise 
check the correctness of such records. 

If the applicant keeps complete records 
showing the date, quantity, and batch 
mark of each shipment and other de¬ 
livery of any such drug from such ware¬ 
house and the name and post-office 
address of the person to whom such ship¬ 
ment or delivery was made, the agree¬ 
ment to keep records of such disposals, 
to make such records available, and to 
afford opportunity for checking their 
correctness may be included in the appli¬ 
cant’s agreement and omitted from that 
of the operator. When the Commis¬ 
sioner finds, after giving notice and op¬ 
portunity for hearing, that such appli¬ 
cation contains any untrue statement 
of a material fact or that any provision 
of any such agreement has been violated 
he may revoke such permit. 

(c) An exemption of a shipment or 
other delivery under paragraph (a) of 
this section, in case the person who intro¬ 
duced such shipment or delivery into 
interstate commerce is the operator of 
such warehouse, shall become void 
at the beginning of the act of removing 
or offering to remove such shipment 
or delivery or any part thereof from 
such warehouse unless such batch 
complies with section 502 (1) of the act 
or is exempt under section 801 (d) of the 
act or §§ 146.18, 146.21, or 146.22, or, if 
certification is refused, unless such ship¬ 
ment or delivery is returned within a 
reasonable time to permit reprocessing, 
and certification, destruction, or such 
exemption at the establishment where it 
was manufactured. 

(d) An exemption of a shipment or 
other delivery under paragraph (a) of 
this section, in case the person who in¬ 
troduced such shipment or delivery into 
interstate commerce is not the operator 
of such warehouse, shall expire at the 
beginning of the act of removing or offer¬ 
ing to remove such shipment or delivery 
or any part thereof from such warehouse 
unless such batch complies with section 
502 (1) of the act or is exempt under sec¬ 
tion 801 (d) of the act or §§ 146.18,146.21, 
or 146.22, or, if certification is refused, 
unless such shipment or delivery, within 
a reasonable time, is destroyed, or re¬ 
turned to permit reprocessing and certifi¬ 
cation, destruction, or such exemption at 
the establishment where it was manu¬ 
factured. 


§ 146.20 Exemptions for processing. 

(a) Except as provided by paragraphs 
(c) and (d) of this section, a shipment 
or other delivery of any certifiable anti¬ 
biotic drug subject to the regulations in 
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this chapter in concentrated aqueous so¬ 
lution which is to be processed at an es¬ 
tablishment located elsewhere than at 
the place of manufacture shall be exempt 
during the time of introduction into and 
movement in interstate commerce and 
the time of holding in such establish¬ 
ment from the requirements of section 
502 (1) of the act, if the person who in¬ 
troduced such shipment or delivery into 
interstate commerce holds a permit from 
the Commissioner authorizing shipment 
for processing in such establishment, 
and each package of such solution bears 
the batch mark of the drug. 

(b) An application for such a permit 
shall be in a form specified by the Com¬ 
missioner and shall give the name and 
location of the establishment in which 
such processing is to be done. Such 
application shall be accompanied by: 

(1) A written agreement signed by the 
applicant that he will keep complete rec¬ 
ords showing the date, quantity, potency, 
and batch mark of each shipment and 
other delivery of any such solution to 
such establishment, and that he will 
make such records available to any offi¬ 
cer or employee of the Food and Drug 
Administration at any reasonable hour 
within three years after the date of such 
shipment or delivery: 

(2) A written statement signed by the 
operator of such establishment showing 
that he has adequate facilities for such 
processing; such statement shall contain 
an agreement that he will keep complete 
records showing the date of receipt by 
him and the quantity and batch mark of 
each such shipment and delivery and the 
disposition thereof, that he will make 
such records available to any officer or 
employee of the Food and Drug Adminis¬ 
tration at any reasonable hour within 
three years after date of such disposi¬ 
tion, and that he will accord full oppor¬ 
tunity to such officer or employee to 
make inventories of stocks on hand and 
otherwise check the correctness of such 
records; and 

(3) A written agreement signed by the 
person who will own the drug after the 
processing is completed that he will re¬ 
quest certification of each batch thereof 
unless it is exempt under section 801 (d) 
of the act or §§ 146.18, 146.19, 146.21, 
146.22, or 146.23, and that he will not 
remove any of such drug from such es¬ 
tablishment unless it complies with sec¬ 
tion 502 (1) of the act or is so exempt. 
When the Commissioner finds, after 
giving notice and opportunity for hear¬ 
ing, that such application contains any 
untrue statement of a material fact or 
that any provision of any such agree¬ 
ment has been violated he may revoke 
such permit. 

(c) An exemption of a shipment or 
other delivery under paragraph (a) of 
this section, in case the person who in¬ 
troduced such shipment or delivery into 
interstate commerce is the operator of 
such establishment, shell become void 
at the beginning of the act of removing 
or offering to remove such shipment or 
delivery or any part thereof, before or 
after processing, from such establish¬ 
ment unless the batch made from such 
shipment or delivery complies with sec¬ 
tion 502 (1) of the act or is exempt under 
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section 801 (d) of the act or §§ 146.18, 
146.19, 146.21, 146.22, or 146.23 or, if cer¬ 
tification is refused, unless such ship¬ 
ment or delivery is reprocessed and cer¬ 
tified or destroyed within a reasonable 
time. 

(d) An exemption of a shipment or 
other delivery under paragraph (a) of 
this section, in case the person who intro¬ 
duced such shipment or delivery into 
interstate commerce is not the operator 
of such establishment, shall expire at the 
beginning of the act of removing or offer¬ 
ing to remove such shipment or delivery 
or any part thereof, before or after proc¬ 
essing, from such establishment unless 
the batch made from such shipment or 
delivery complies with section 502 (1) 
of the act or is exempt under section 801 
(d) of the act or §§ 146.18, 146.19, 146.21, 
146.22, or 146.23, or, if certification has 
been refused, unless such shipment or 
delivery is reprocessed and certified or 
destroyed within a reasonable time. 

§ 146.21 Exemptions for repacking. 

(a) Except as provided by paragraphs 
(c) and (d) of this section, a shipment 
or other delivery of a drug which is to 
be repacked at an establishment located 
elsewhere than at the place of manufac¬ 
ture shall be exempt, during the time of 
introduction into and movement in in¬ 
terstate commerce and the time of hold¬ 
ing in such establishment from the re¬ 
quirements of section 502 (1) of the act 
if the labeling of each container bears 
the batch mark of the drug and the 
number of units per package, and if the 
person who introduces* such shipment 
or delivery into interstate commerce 
holds a permit from the Commissioner 
authorizing shipment for repacking in 
such establishment. 

(b) An application for such a permit 
shall be in a form specified by the Com¬ 
missioner, and shall give the name and 
location of the establishment in which 
such repacking is to be done. Such appli¬ 
cation shall be accompanied by: 

(1) A written agreement signed by the 
applicant that he will keep complete rec¬ 
ords showing the date, quantity, and 
batch mark of each shipment and other 
delivery of any such drug to such estab¬ 
lishment, and that he will make such 
records available to any officer or em¬ 
ployee of the Food and Drug Administra¬ 
tion at any reasonable hour within three 
years after the date of each shipment or 
delivery; 

(2) A written statement signed by the 
operator of such establishment showing 
that he has adequate facilities for such 
repacking; such statement shall contain 
an agreement that he will keep complete 
records showing the date of receipt by 
him and the quantity and batch mark 
of each such shipment and delivery and 
the disposition thereof, that he will make 
such records available to any officer or 
employee of the Food and Drug Admin¬ 
istration at any reasonable hour within 
three years after the date of such dis¬ 
position, and that he will accord full op¬ 
portunity to such officer or employee to 
make inventories of stocks on hand and 
otherwise check the correctness of such 
records; and 

(3) A written agreement signed by the 
person who will own the drug after the 


repacking is completed that he will re¬ 
quest certification of each batch thereof 
unless it is exempt under section 801 
(d) of the act or §§ 146.18, 146.19, or 
146.23, and that he will not remove any 
of such drug from such establishment 
unless it complies with section 502 (1) 
of the act or is so exempt or is returned 
to him for labeling or, if certification is 
refused, unless it is returned within a 
reasonable time to permit reprocessing 
and certification, destruction, or such 
exemption at the establishment where it 
was manufactured. 

When the Commissioner finds, after 
giving notice and opportunity for hear¬ 
ing, that such application contains any 
untrue statement of a material fact or 
that any provision of any such agree¬ 
ment has been violated he may revoke 
such permit. 

(c) An exemption of a shipment or 
other delivery under paragraph (a) of 
this section, in case the person who in¬ 
troduced such shipment or delivery into 
interstate commerce is the operator of 
such establishment, shall become void at 
the beginning of the act of removing or 
offering to remove such shipment or de¬ 
livery or any part thereof, before or after 
repacking, from such establishment un¬ 
less such batch complies with section 502 
(1) of the act or is exempt under section 
801 (d) of the act or §§ 146.18, 146.19, or 
146.23 or is returned to such person for 
labeling or, if certification is refused, un¬ 
less such shipment or delivery is re¬ 
turned within a reasonable time to per¬ 
mit reprocessing and certification, de¬ 
struction, or such exemption at the 
establishment where it was manufac¬ 
tured. 

(d) An exemption of a shipment or 
other delivery under paragraph (a) of 
this section, in case the person who in¬ 
troduced such shipment or delivery into 
interstate commerce is not the operator 
of such establishment, shall expire at 
the beginning of the act of removing or 
offering to remove such shipment or de¬ 
livery or any part thereof, before or after 
repacking, from such establishment un¬ 
less such batch complies with section 
502 (1) of the act or is exempt under 
section 801 (d) of the act or §§ 146.18, 
146.19, or 146.23 or is returned to such 
person for labeling or, if certification is 
refused, unless such shipment or delivery, 
within a reasonable time, is destroyed or 
returned to permit reprocessing and cer¬ 
tification, destruction, or such exemp¬ 
tion at the establishment where it was 
manufactured. 

§ 146.22 Exemptions for manufacturing 
use. 

(a) Except as provided by paragraphs 
(c) and (d) of this section, a shipment 
or other delivery of any certifiable anti¬ 
biotic drug subject to the regulations in 
Parts 146a, 146b, 146c, 146d, and 146e and 
§ 147.2 of this chapter which is packed 
in containers of not less than 10,000,000 
units of penicillin or 10 grams of strepto¬ 
mycin, dihydrostreptomycin, chlortetra- 
cycline, tetracycline, chloramphenicol, 
or bacitracin, each shall be exempt, dur¬ 
ing the time of introduction into and 
movement in interstate commerce and 
the time of holding in the establishment 


where it is so used, from the ream* 
ments of section 502 (1) of the act if ' 
conforms to the standards prescrih, 
therefor by the section of the regulat * 
in this chapter which is specifically l 
plicable to such other drug, if the label 
each container bears the batch mark 
the drug, the number of units or gr 
per package, and the date on which th»l 
latest assay of the drug was complei 
and if the person who introduced eaci 
shipment or delivery into interstate com 
merce holds a permit from the Commis, 
sioner authorizing shipment for manu. 
facturing use in such establishment. 

(b) An application for such a permii 
shall be in a form specified by the Com 
missioner, shall give the name and loca 
tion of the establishment in which suci 
drug is to be used and shall be accom 
panied by; 

(1) A written agreement signed by thi 
applicant that he will keep complei 
records showing the date, quantity, and! 
batch mark of each shipment and othi 
delivery of any such drug to such ( 
lishment, and that he will make sue] 
records available to any officer or em*| 
ployee of the Food and Drug Administri 
tion at any reasonable hour within thn 
years after the date of such shipmeni 
or delivery; 

(2) A written statement signed by the| 
operator of such establishment shot 
that he has adequate facilities for thel 
manufacture of such other drug; such 
statement shall contain an agreemenl 
that he will keep complete records show 
ing the date of receipt by him and the| 
quantity and batch mark of each such 
shipment and delivery and the disposi¬ 
tion thereof and showing the quantity 
and batch mark of each batch of such 
other drug manufactured by him and 
the disposition thereof; that he will! 
make such records available to any offi¬ 
cer or employee of the Food and Drug 
Administration at any reasonable hour 
within three years after the date of such 
disposition, and that he will accord full 
opportunity to such officer or employee 
to make inventories of stocks on hand 
and otherwise check the correctness of 
such records; and 

(3) A written agreement signed by the 
person who will own the drug after its 
manufacture is completed that he will 
request certification of each batch there¬ 
of unless it is exempt under section 801 
(d) of the act or §§ 146.18,146.19,146.21. 
or 146.23, and that he will not remove 
any of such drug from such establish¬ 
ment unless it complies with section 502 
(1) of the act or is so exempt or is re¬ 
turned to him for labeling. 

When the Commissioner finds, after j 
giving notice and opportunity for hear¬ 
ing, that such application contains any I 
untrue statement of a material fact or I 
that any provision of any such agree-1 
ment has been violated he may revoke | 
such permit. 

(c) An exemption of a shipment or I 
other delivery under paragraph (a) oil 
this section, in case the person who in-1 
troduced such shipment or delivery into I 
interstate commerce is the operator oil 
such establishment, shall become void I 
at the beginning of the act of removing I 
or offering to remove such shipment or | 
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l ..livery or any part thereof from such 
I SSushment, P^or to its use in the 
Snufacture of another drug, unless it 
I “exempt under section 801 (d) of the 

“(d) An exemption of a shipment or 
l„ther delivery under paragraph (a) of 
this section, in case the person who in¬ 
duced such shipment or delivery into 
SLstate commerce is not the operator 
j such establishment, shall expire at 
L beginning of the act of removing or 
offering to remove such shipment or 
delivery or any part thereof from such 
establishment, prior to its use in the 
manufacture of another drug, unless it 
Is exempt under section 801 (d) of the 
act. 

§ 146.23 Exemptions for investigational 
use. 

(a) A shipment or other delivery of 
a drug shall be exempt from section 
502(1) of the act if all of the following 
requirements are complied with: 

(1) The label of such drug bears the 
batch mark and the statement “Cau¬ 
tion: Limited by Federal law to investi¬ 
gational use only.” 

(2) Such shipment or delivery is made 
only to, and solely for investigational use 
by or under the direction of, an expert 
qualified by scientific training and ex¬ 
perience to investigate the safety or 
efficacy of such drug. 

(3) The person who introduced such 
shipment or delivery into interstate com¬ 
merce keeps complete records showing 
the date, quantity, and batch mark of 
each such shipment and delivery. 

(4) Such person, prior to making such 
shipment or delivery, obtains a statement 
signed by such expert showing that he 
has adequate facilities for the investi¬ 
gation to be conducted by him, and that 
such drug will be used solely by him or 
under his direction for the investigation. 
Such person shall keep such statement. 
This subparagraph shall not apply when 
such shipment or delivery is made to an 
agency of the Government of the United 
States (including the National Research 
Council) or to any State or municipality 
whose official functions involve investi¬ 
gations of such drugs by such experts. 

(5) Such person makes all documents 
referred to in subparagraphs (3) and ( 4 ) 
of this paragraph available to any officer 
or employee of the Food and Drug Ad¬ 
ministration at any reasonable hour 
within three years after the date of such 
shipment or delivery. 

(b) A shipment or other delivery of 
a drug which is being imported or offered 
for import into the United States shall 
be exempt from section 502 (1) of the 
act if all the following requirements are 
complied with: 

(1) The label of such drug bears the 
batch mark and the statement “Cau¬ 
tion: Limited by Federal law to investi¬ 
gational use only.” 

(2) The importer of such shipments or 
deliveries is an agent of the foreign ex¬ 
porter, residing in the United States, or 
the operator of an establishment in 
the United States which has facilities for 
regularly investigating the safety or 
efficacy of such drugs, which facilities 
are manned by experts qualified by 


scientific training and experience 
conduct such investigation. 


to 


(3) Such operator uses such drug 
solely for such investigation in such 
establishment, or such operator or agent 
otherwise disposes of such drug only to, 
and solely for, investigational use by or 
under the direction of such an expert 
other than one in such an establishment. 

(4) Such importer, prior to disposing 
of any of such drug to such an expert, 
obtains a statement signed by such ex¬ 
pert showing that he has adequate 
facilities for the investigation to be 
conducted by him, and that such drug 
will be used solely by him or under his 
direction for the investigation. Such 
importer shall keep such statement. 
This subparagraph shall not apply to any 
shipment or delivery or part thereof 
disposed of by such importer to an 
agency of the Government of the United 
States (including the National Research 
Council) or to any State or municipality 
whose official functions involve investi¬ 
gations of such drugs by such experts. 

(5) Such importer who introduced 
such shipment or delivery into interstate 
commerce keeps complete records show¬ 
ing the date, quantity, and batch mark 
of each such shipment and delivery. 

(6) Such importer makes all docu¬ 
ments referred to in subparagraphs (4) 
and (5) of this paragraph available to 
any officer or employee of the Food and 
Drug Administration at any reasonable 
hour within 3 years after the date of 
such shipment or delivery by such 
importer. 

(c) An exemption under paragraph 
(a) or (b) of this section shall become 
void ab initio if any record or statement 
required by such paragraph to be kept 
and made available for inspection is not 
kept or made available as so required. 

(d) An exemption under paragraph 

(a) or (b) of this section shall expire 
with respect to any exempted shipment 
or delivery or part thereof which has 
been supplied to an expert who has 
signed the statement referred to in 
paragraph (a) (4) or (b) (4) of this sec¬ 
tion and which is used otherwise than in 
accordance with such signed statement. 

(e) An exemption under paragraph 

(b) of this section shall become void ab 
initio if the exempted shipment or de¬ 
livery or any part thereof is disposed of 
otherwise than as provided by subpara¬ 
graph (3) of such paragraph. 

(f) No exemption under paragraph 
(b) of this section shall apply to any 
shipment or delivery to such importer if 
such importer, within 3 years prior to the 
offering of such shipment or delivery for 
import, has caused an exemption to be¬ 
come void as provided by paragraph (c) 
or (e) of this section. 

§ 146.24 Penicillin powder for diagnos¬ 
tic use; streptomycin powder for 
diagnostic use; dihydrostreptomycin 
powder for diagnostic use; chlortetra- 
cycline hydrochloride powder for 
diagnostic use; tetracycline hydro¬ 
chloride powder for diagnostic use; 
chloramphenicol powder for diag¬ 
nostic use; bacitracin powder for 
diagnostic use. 

Cross-References: For tests and methods 
of assay and certification of antibiotic sensi¬ 
tivity discs for laboratory diagnosis of dis¬ 
ease, see §§ 147.1 and 147.2 of this chapter. 

Dry powder of penicillin, streptomy¬ 
cin, dihydrostreptomycin, chlortetracy¬ 


cline hydrochloride, tetracycline hydro¬ 
chloride, chloramphenicol, or bacitracin, 
with or without suitable buffer sub¬ 
stances and diluents, packaged for dis¬ 
pensing and intended for use solely in 
laboratory procedures in connection with 
the diagnosis or treatment of disease and 
conspicuously so labeled shall be exempt 
from the certification requirements of 
sections 502(1) and 507 of the act if each 
complies with all of the following condi¬ 
tions: 

(a) The potency and moisture content 
of the antibiotic used in the manufac¬ 
ture of the powder and the moisture 
content of the powder comply with the 
standards prescribed for the antibiotic 
by §§ 146a.24, 146b.l01, 146b.l03, 146c.- 
201, 146C.218, 146d.301, and 146e.401 of 
this chapter. 

(b) It is packaged in immediate con¬ 
tainers that are tight containers as de¬ 
fined by the U.S.P. Each such container 
shall contain not less than 10 milligrams. 

(c) Each package bears on the label 
or labeling of its outside wrapper or con¬ 
tainer and the immediate container the 
following: 

(1) The statement “Diagnostic re¬ 
agent. For professional use only.’* 

(2) The number of milligrams or 
grams contained in each immediate con¬ 
tainer and the potency per milligram. 

(3) The batch mark. 

(4) The statement “Expiration date 

_” the blank being filled in 

with the date that does not exceed the 
expiration date authorized for the anti¬ 
biotic salt by this chapter. 

(d) The circular or other labeling 
within or attached to the package bears 
directions adequate for the use of such 
drug. 

§ 146.25 Antibiotic drugs for use in 
medicated animal feed (antibiotic 
medicated feed premixes; antibiotic 
medicated feed concentrates that 
must be diluted with feed ingredients 
before they are fed). 

Any certifiable antibiotic drug subject 
to the regulations in this chapter or any 
combination of two or more such drugs, 
with or without those ingredients spec¬ 
ified in § 146 26, intended for use solely 
as an ingredient in the manufacture of 
animal feed and conspicuously so labeled 
shall be exempt from the requirements 
of sections 502(1) and 507 of the act if 
it complies with the following conditions: 

(a) It contains one or more suitable 

denaturants that make it unfit for hu¬ 
man use; and . 

(b) Its labeling is such that animal 
feed mixed according to the directions 
contained therein complies with the re¬ 
quirements of § 146.26. 

(c) It contains no substance for which 
§ 146.26 requires exemptions from cer¬ 
tification of the medicated feeds in which 
it is used as an ingredient, unless prior 
to shipment in commerce: 

(1) The manufacturer obtained a per¬ 
mit from the Commissioner issued under 
the provisions of § 146.22 authorizing 
shipment for manufacturing use to such 
establishment, or 

(2) The operator of the establishment 
where such drug is to be mixed or di¬ 
luted meets all the conditions for ex¬ 
emption from certification of the medi¬ 
cated feed established by the applicable 
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provisions of § 146.26, including when 
required, the submission to, and accept¬ 
ance by the Commissioner of adequate 
information of the kind required by 
§ 146.7, to establish the safety and effi¬ 
cacy of the finished medicated feed and 
to guarantee its identity, strength, qual¬ 
ity, and purity. 

§ 146.26 Animal feed containing peni¬ 
cillin; animal feed containing strep¬ 
tomycin; animal feed containing di¬ 
hydrostreptomycin ; animal feed con¬ 
taining chlortetracycline; animal 
feed containing tetracycline; animal 
feed containing bacitracin; animal 
feed containing feed grade zinc baci¬ 
tracin; animal feed containing baci¬ 
tracin methylene disalicylate. 

Animal feed containing penicillin, 
streptomycin, dihydrostreptomycin, 
chlortetracycline, tetracycline, baci¬ 
tracin, feed grade zinc bacitracin, or 
bacitracin methylene disalicylate, or any 
combination of two or more of these, with 
or without added suitable vitamin sub¬ 
stances, shall be exempt from the re¬ 
quirements of sections 502(1) and 507 of 
the act under the conditions set forth 
in any one of the following paragraphs 
of this section: 

(a) It is intended for use solely as an 
animal feeding supplement, it is con¬ 
spicuously so labeled, and it is manufac¬ 
tured with or without one, but only one, 
of the following ingredients in a quan¬ 
tity, by weight of feed, as hereinafter 
indicated: 

(1) Arsanilic acid: Not less than 0.005 
percent and not more than 0.01 percent. 

(2) Sodium arsanilate: Not less than 
0.005 percent and not more than 0.01 
percent. 

(3) 3-Nitro-4-hydroxyphenol arsonic 
acid: Not less than 0.0025 percent and 
not more than 0.0075 percent. 

(4) Furazolidone: 0.00083 percent. 

(5) Furazolidone 0.00083 percent with 
or without nitrofurazone 0.0056 percent 
and/or 3-nitro-4-hydroxyphenylarsonic 
acid not less than 0.0025 percent and 
not more than 0.0075 percent. 

(b) It is intended for use in the condi¬ 
tions set forth in any one of the follow¬ 
ing subparagraphs of this paragraph: 

(1) It is intended for use solely in the 
prevention of coccidiosis outbreaks in 
poultry flocks, its labeling bears adequate 
directions and warnings for such use, 
and it contains one, but only one, of the 
following ingredients in a quantity, by 
weight of feed, as hereinafter indicated: 

(i) Sulfaquinoxaline: Not less than 
0.0125 percent (or if it is intended solely 
for the prevention of the intestinal coc- 
cidia E. acervalina in poultry laying 
flocks, not less than 0.005 percent) and 
not more than 0.025 percent. 

(ii) Nitrophenide: Not less than 
0.0125 percent and not more than 0.025 
percent. 

(iii) Nitrofurazone: 0.0056 percent. 

(iv) N 4 -acetyl-N 1 -(4-nitrophenyl) sul¬ 
fanilamide 0.03 percent and 3-nitro-4- 
hydroxyphenylarsonic acid 0.000 per¬ 
cent. 

(v) Furazolidone 0.00083 percent, 
nitrofurazone 0.0056 percent, with or 
without 3 -nitro -4 -hydroxyphenylarsonic 
acid not less than 0.0025 percent and not 
more than 0.0075 percent. 


(2) It is intended for use solely in the 
control of coccidiosis outbreaks in poul¬ 
try flocks, its labeling bears adequate 
directions and warnings for such use, and 
it contains one, but only one, of the fol¬ 
lowing ingredients in a quantity, by 
weight of feed, as hereinafter indicated: 

(i) Sulf aquinoxaline: Not less than 
0.033 percent and not more than 0.10 
percent. 

(ii) Nitrophenide: 0.05 percent. 

(iii) Nitrofurazone: 0.0112 percent. 

(3) It is intended for use solely in the 
prevention of outbreaks of histomoniasis 
(“blackhead”) in turkey flocks, its label¬ 
ing bears adequate directions and warn¬ 
ings for such use, and it contains one, 
but only one, of the following ingredients 
in a quantity, by weight of feed, as here¬ 
inafter indicated: 

(i) 2-Amino-5-nitrothiazole: 0.05 per¬ 
cent. 


(ii) 4-Nitrophenylarsonic acid: 0.025 
percent. 

(4) It is intended for use solely in the 
control of outbreaks of histomoniasis 
(“blackhead”) in turkey flocks, its label¬ 
ing bears adequate directions and warn¬ 
ings for such use, and it contains 2- 
amino-5-nitrothiazole in a quantity, by 
weight of feed, of 0.10 percent. 

(5) It is intended for use solely as an 
anthelmintic for poultry or swine, its 
labeling bears adequate directions and 
warnings for such use, and it contains 
one, but only one, of the following in¬ 
gredients in a quantity, by weight of 
feed, as hereinafter indicated: 

(i) di-N-Butyl tin dilaurate 0.07 per¬ 
cent, nicotine 0.03 percent, and pheno- 
thiazine 0.29 percent. 

(ii) Nicotine 0.067 percent, pheno- 
thiazine 0.60 percent, and 2,2'dihydroxy- 
5,5'dichlorodiphenylmethane 0.28 per¬ 
cent. 

(iii) Phenothiazine, not less than 0.3 
percent and not more than 1.0 percent, 
and nicotine, not less than 0.03 percent 
and not more than 0.07 percent. 

(iv) Phenothiazine, not less than 0.3 
percent and not more than 1.0 percent. 

(v) Nicotine, not less than 0.03 per¬ 
cent and not more than 0.07 percent. 

(vi) Sodium fluoride 0.3 percent and 
sodium sulfate 2.0 percent. 

(vii) Cadmium anthranilate, 0.044 
percent. 

(viii) Cadmium oxide, 0.015 percent. 

(ix) Sodium fluoride, not less than 0.5 
percent and not more than 1.0 percent. 

(x) Piperazine dihydrochloride, not 
less than 0.18 percent and not more than 
0.72 percent (piperazine base 0.1 percent 
to 0.4 percent). 

(xi) Piperazine phosphate monohy¬ 
drate, not less than 0.23 percent and not 
more than 0.92 percent (piperazine base 
0.1 percent to 0.4 percent). 

(xii) Piperazine sulfate, not less than 
0.21 percent and not more than 0.85 per¬ 
cent (piperazine base 0.1 percent to 0.4 
percent). 

(xiii) Piperazine monohydrochloride, 
not less than 0.13 percent and not more 
than 0.52 percent (piperazine base 0.1 
percent to 0.4 percent). 

(xiv) di-N-Butyl tin dilaurate 0.07 
percent, piperazine sulfate 0.12 percent, 
and phenothiazine 0.29 percent. 


(6) It is intended for use solely in th* 1 
prevention of chronic respiratory d fl 
ease (air-sac infection) and hexamiti^ l 
in poultry, bacterial swine enteritk 
and/or bacterial calf diarrhea; its label I 
ing bears adequate directions and warn 
ings for such use, and it contains 
ton of feed, not less than 50 grams of 
chlortetracycline or oxytetracycline or a I 
combination of such drugs; or ii it kl 
intended for use solely as an aid in the! 
prevention of bacterial swine enteritis 1 
it contains a combination of 37 5 grams I 
of streptomycin and 7.5 grams of peni I 
cillin per ton of feed. If it contains not 
less than 100 grams of chlortetracycline I 
or oxytetracycline or a combination of I 
such drugs per ton of feed, it may also 
be represented for use as an aid in the 
prevention of synovitis in poultry 
When intended for the uses specified in 
this subparagraph, it may also contain 1 
in the amount specified, one, but only I 
one, of the ingredients prescribed by I 
paragraph (a) of this section. 

(7) (i) It is intended for use solely as a 
treatment for chronic respiratory dis¬ 
ease (air-sac infection), infectious si¬ 
nusitis, blue comb (nonspecific infectious 
enteritis, mud fever), and hexamitiasis in 
poultry, and/or bacterial swine enteritis; 
its labeling bears adequate directions and 
warnings for such use; and it contains, 
per ton of feed, not less than 100 grams 
of chlortetracycline or oxytetracycline 
or a combination of such drugs or not 
less than 75 grams of streptomycin and 
15 grams of penicillin. If it contains not 
less than 200 grams of chlortetracycline 
or oxytetracycline or a combination of 
such drugs per ton of feed, it may also 
be represented for use as an aid in the 
control of synovitis in poultry. When 
intended for the uses specified in this 
subparagraph, it may also contain, in the 
amount specified, one, but only one, of 
the ingredients prescribed by paragraph 
(a) of this section. If it is intended for | 
use solely in poultry, it may contain 0.1 
percent of para-aminobenzoic acid or I 
the sodium or potassium salt of para- 
aminobenzoic acid; or if it is intended 
for continuation of coccidiosis preven¬ 
tion it shall contain, in the amount spec¬ 
ified, one of the ingredients prescribed 
by subparagraph (1) of this paragraph. 
If it is intended for use solely in the 
treatment of the diseases of chickens 
described in this subparagraph, it con¬ 
tains, per ton of feed, not less than 100 
grams and not more than 200 grams of | 
chlortetracycline and it contains not less 
than 0.4 percent and not more than 0.8 
percent of dietary calcium, then repre- I 
sentations may be made in its labeling 
to the effect that the reduced amount of 
calcium aids in increasing the concen¬ 
trations of the antibiotic in the blood of 
treated birds; the labeling of such medi¬ 
cated feed shall include that required by 
§ 121.208 of this chapter. 

(ii) It is also intended for use in the 
prevention and control of coccidiosis in 
chickens caused by E. tenella and E. 
necatrix; its labeling bears adequate di¬ 
rections and warnings for such use (in¬ 
cluding the directions and warnings 
required by subdivision (i) of this sub¬ 
paragraph), and it contains, per ton 
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. 200 grams of chlortetracycline 

o a percent of dietary calcium. 

(iii) It is also intended for use in the 
Jotment of coccidiosis in chickens 
S by E. tenella and E. necatrix; its 
Sbeling bears adequate directions and 
warnings for such use (including the 
directions and warnings required by sub¬ 
division (i) of this subparagraph); and 

contains, per ton of feed, 200 grams of 
chlortetracycline and 0.4 percent to 0.55 
percent of dietary calcium. 

(8) It is intended for use solely m the 
prevention of coccidiosis and hexa- 
mitiasis outbreaks in turkey flocks, its 
labeling bears adequate directions and 
warnings for such use, and it contains 
di-N-butyl tin dilaurate in a quantity, by 
weight of feed, of 0.0375 percent. 

(9) It is intended for use solely in 
the prevention of chronic respiratory dis¬ 
ease (air-sac infection), infectious sinus¬ 
itis, and blue comb (nonspecific infec¬ 
tious enteritis) in poultry and/or bacte¬ 
rial swine enteritis; its labeling bears 
adequate directions and warnings for 
such use, and it contains, per ton of feed, 
the equivalent of not less than 50 grams 
of bacitracin or 50 grams of penicillin 
(unless it is intended for bacterial swine 
enteritis) or 50 grams of a combination 
of the two drugs, except that if it con¬ 
tains the combination drug and it is in¬ 
tended for the prevention of bacterial 
swine enteritis it shall contain the equiv¬ 
alent of not less than 25 grams of 
bacitracin. When intended for the uses 
specified in this subparagraph, it may 
also contain, in the amount specified, 
one, but only one, of the ingredients pre¬ 
scribed by paragraph (a) of this section. 

(10) It is intended for use solely in 
the treatment of chronic respiratory dis¬ 
ease (air-sac infection), infectious sinus¬ 
itis, and blue comb (nonspecific infec¬ 
tious enteritis) in poultry and/or bacte¬ 
rial swine enteritis; its labeling bears ad¬ 
equate directions and warnings for such 
use, and it contains, per ton of feed, the 
equivalent of not less than 100 grams 
of bacitracin or 100 grams of penicillin 
(unless it is intended for bacterial swine 
enteritis) or 100 grams of a combination 
of the two drugs, except that if it con¬ 
tains the combination drug and it is 
intended for the treatment of bacterial 
swine enteritis it shall contain the equiv¬ 
alent of not less than 50 grams of 
bacitracin. When intended for the uses 
specified in this subparagraph, it may 
also contain, in the amount specified, 
one, but only one, of the ingredients pre¬ 
scribed by paragraph (a) of this section. 

(11) It is intended for use solely as a 
treatment for bacterial swine enteritis 
caused by Salmonella choleraesuis, its 
labeling bears adequate directions and 
warnings for such use, and it contains 
nitrofurazone in a quantity, by weight 
of feed, of 0.050 percent. 

(12) It is intended for use solely in the 
prevention of coccidiosis, chronic re¬ 
spiratory disease (air-sac infection) and 
hexamitiasis in poultry; its labeling 
bears adequate directions and warnings 
for such use; and it contains, in the 
amount specified, one of the ingredients 
Prescribed by subparagraph (1) of this 
Paragraph and not less than 50 grams of 
chlortetracycline per ton of feed. When 
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intended for such uses it may also con¬ 
tain oxytetracycline in a quantity not 
less than 50 grams per ton of feed. 

(13) It is intended for use solely in 
the prevention or treatment of chronic 
respiratory disease (air-sac infection) 
and infectious sinusitis in poultry; its 
labeling bears adequate directions and 
warnings for such use; and it contains 
not less than 0.1 percent para-amino- 
benzoic acid or the sodium or potassium 
salt of para-aminobenzoic acid. 

(14) It is intended solely as an aid 
in the prevention and control of losses 
due to low-grade bacterial enteritis in 
mink; its labeling bears adequate direc¬ 
tions and warnings for such use; and it 
contains not less than 5.7 grams of 
chlortetracycline, 1.0 gram of bacitracin, 
and 0.75 gram of penicillin (with or 
without oxytetracycline) per ton of 
feed. 

(15) It is intended for use solely as 
an aid in the prevention or treatment 
or to lessen the morbidity in poultry in 
outbreaks of fowl typhoid, pullorum, the 
paratyphoids, infectious arthritis due to 
a filterable agent, histomoniasis (black¬ 
head) , hexamitiasis, quail disease (ulcer¬ 
ated enteritis), paracolon infection, 
avian infectious hepatitis, and coccidi¬ 
osis, its labeling bears adequate direc¬ 
tions and warnings for such use; and it 
contains the following quantities of fura¬ 
zolidone, by weight of feed, for the con¬ 
ditions indicated: 

(i) For the prevention of fowl typhoid, 
pullorum, and the paratyphoids in birds 
older than 2 weeks: 0.0055 percent. 

(ii) For the prevention of the diseases 
listed in subdivision (i) of this sub- 
paragraph in birds younger than 2 weeks, 
and for the treatment of these same con¬ 
ditions in birds regardless of age: 0.011 
percent. 

(iii) For the prevention of histomoni¬ 
asis (blackhead) paracolon infection and 
infectious arthritis due to a filterable 
agent, and for the prevention and treat¬ 
ment of hexamitiasis, and quail disease 
(ulcerative enteritis): 0.011 percent. 

(iv) For the treatment of histomoni¬ 
asis (blackhead) paracolon infection, 
and avian infectious hepatitis of chick¬ 
ens, and to lessen the morbidity in out¬ 
breaks of infectious arthritis due to a 
filterable agent: 0.022 percent. 

(v) For the prevention of coccidiosis 
in chickens: 0.0055 percent. 

(vi) For the control of coccidiosis in 
chickens: 0.011 percent. 

(16) (i) It is intended for use solely 
in the prevention of chronic respiratory 
disease (air-sac infection); its labeling 
bears adequate directions and warnings 
for such use; and it contains not less than 
50 grams of chlortetracycline or oxy¬ 
tetracycline or a combination of these 
two drugs per ton of feed. When in¬ 
tended for such use, it may also contain 
the equivalent of not less than 50 grams 
of bacitracin per ton of feed. 

(ii) It is also intended for the preven¬ 
tion or treatment of the diseases of 
poultry specified in subparagraph (15) 
of this paragraph; it contains one of the 
ingredients in the amount and under the 
conditions set forth in subdivision (i) of 
this subparagraph; and it contains fura¬ 
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zolidone in the amount specified in sub- 
paragraph (15) of this paragraph. 

(17) (i) It is intended for use solely 
as an aid in the treatment of chronic 
respiratory disease (air-sac infection), 
infectious sinusitis, blue comb (nonspe¬ 
cific infectious enteritis, mud fever) in 
poultry; its labeling bears adequate di¬ 
rections and warnings for such use; and 
it contains not less than 100 grams of 
chlortetracycline or oxytetracycline or a 
combination of these two drugs per ton 
of feed. When intended for such use, 
it may also contain the equivalent of not 
less than 100 grams of bacitracin per ton 
of feed. 

(ii) It is also intended for the pre¬ 
vention or treatment of the diseases of 
poultry specified in subparagraph (15) 
of this paragraph; it contains one of the 
ingredients in the amount and under the 
conditions set forth in subdivision (i) 
of this subparagraph; and it contains 
furazolidone in the amount specified in 
subparagraph (15) of this paragraph. 

(18) (i) It is intended for use solely in 
the prevention of outbreaks of cocci¬ 
diosis in poultry flocks, and it contains 
nicarbazin (4,4'-dinitrocarbanilide com¬ 
plex with 2-hydroxy-4-6-dimethylpyrim- 
idine) in a quantity, by weight of feed, 
of not less than 0.01 percent and not 
more than 0.02 percent, or arsenoso- 
benzene in a quantity, by weight of 
feed, of 0.002 percent, or 2,4-diamino-5- 
(p-chlorophenyl) -6-ethylpyrimidine in a 
quantity, by weight of feed, of 0.00075 
percent and sulfaquinoxaline in a quan¬ 
tity, by weight of feed, of 0.0075 percent, 
or 2,2'dihydroxy-3,3 ',5.5'-tetrachlorodi- 
phenyl sulfide (bithionol) 0.05 percent 
and 4,6-diamino-l- (4-methylmercapto- 
phenyl) -l,2-dihydro-2,2-dimethyl-l,3,5- 
triazine hydrochloride (methiotriaza- 
mine) 0.01 percent; and there has been 
submitted to the Commissioner, in trip¬ 
licate, adequate information of the kind 
described in § 146.7 to establish the safety 
and efficacy of the article and to guaran¬ 
tee its identity, strength, quality, and 
purity. The exemption shall expire at 
the beginning of any act changing the 
composition or labeling of such drug or 
the methods used in its manufacturing, 
processing, or packaging or the facilities 
and controls used for such manufactur¬ 
ing, processing, or packaging, unless the 
person who obtained the exemption has 
submitted to the Commissioner, in tripli¬ 
cate, amended information describing 
such proposed changes, and such 
amendment has been accepted by the 
Commissioner. 

(ii) It is also intended for the preven¬ 
tion or treatment of the diseases of 
poultry specified in subparagraphs (6) 
and (7) and/or (9) and (10) or (16) and 
(17) of this paragraph, it contains one of 
the ingredients in the amount and under 
the conditions set forth in subdivision (i) 
of this subparagraph, and it contains the 
ingredients in the amounts specified in 
subparagraphs (6) and (7) and/or (9) 
and (10) or (16) and (17) of this para¬ 
graph, except that the coccidiostat shall 
be only one of those specified in subdivi¬ 
sion (i) of this subparagraph. 

(iii) It is intended for use in the dis¬ 
eases specified in subdivisions Ci), (ii) 
and (iv) of this subparagraph, it con- 
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tains ingredients in the amounts and 
under the conditions specified in those 
subdivisions, and it contains one, but 
only one, of the ingredients prescribed by 
paragraph (a) of this section and in the 
amounts specified in that paragraph. 

(iv) It is also intended for use as an 
adjunct in reducing the tapeworm and 
large roundworm burden of chickens so 
treated, it contains 2,2'-dihydroxy- 
3,3', 5,5,'-tetrachlorodiphenyl sulfide (bi- 
thionol), and 4,6-diamino-l-(4-methyl- 
mercaptophenyl) -1,2-d i h y d r o-2,2-di¬ 
methyl-1,3,5-t r i a z i n e hydrochloride 
(methiotriazamine), in the amounts and 
under the conditions set forth in sub¬ 
division (i) of this subparagraph. 

(19) (i) It is intended for use solely in 
the prevention or control of outbreaks of 
histomoniasis (“blackhead”) in turkey 
flocks, and it contains 2-acetylamino-5- 
nitrothiazole in a quantity, by weight of 
feed, of 0.015 percent if intended for the 
prevention of the disease, or 0.05 percent 
if intended for the control of the disease, 
and there has been submitted to the 
Commissioner, in triplicate, adequate in¬ 
formation of the kind described in 
§ 146.7 to establish the safety and efficacy 
of the article and to guarantee its iden¬ 
tity, strength, quality, and purity. The 
exemption shall expire at the beginning 
of any act changing the composition of 
such drug, or the methods used in, and 
the facilities and controls used for its 
manufacturing, processing, and packag¬ 
ing, or in its labeling, unless the person 
who obtained the exemption has sub¬ 
mitted to the Commissioner, in tripli¬ 
cate, amended information that de¬ 
scribes such proposed changes, and such 
amendment has been accepted by the 
Commissioner. 

(ii) It is intended for use in the dis¬ 
ease specified in subdivision (i) of this 
subparagraph; it contains the ingredient 
in the amount and under the conditions 
specified in that subdivision; and it con¬ 
tains one, but only one, of the ingredients 
prescribed by paragraph (a) of this sec¬ 
tion and in the amounts specified in that 
paragraph. 

(20) It is intended as an aid in stimu¬ 
lating growth, the prevention of cocci- 
diosis, large roundworms and tapeworms 
in chickens and turkeys and the preven¬ 
tion of hexamitiasis in turkeys, and it 
contains in a quantity, by weight of feed, 
acetyl (p-nitrophenyl) sulfanilamide 
0.03 percent, dibutyl tin dilaurate 0.02 
percent, dinitrodiphenylsulfonylethyl- 
enediamine 0.02 percent, and 3-nitro-4- 
hydroxyphenylarsonic acid 0.0075 per¬ 
cent. 

(21) (i) It is intended for promoting 
distribution of fat in chickens and tur¬ 
keys; its labeling bears adequate direc¬ 
tions and warnings for such use, includ¬ 
ing a warning against its use in laying 
hens and a warning that its use must be 
discontinued 24 hours before the treated 
chickens or turkeys are slaughtered for 
human consumption; and it contains 
dienestrol diacetate in a quantity, by 
weight of feed, of not less than 0.0023 
percent and not more than 0.007 per¬ 
cent; and there has been submitted to 
the Commissioner, in triplicate, adequate 
information of the kind described in 
§ 146.7 to establish the safety and ef¬ 


ficacy of the article and to guarantee its 
identity, strength, quality, and purity. 
The exemption shall expire at the be¬ 
ginning of any act changing the com¬ 
position or labeling of such drug or the 
methods used in and the facilities and 
controls used for its manufacturing, 
processing, and packaging, or in its 
labeling, unless the person who obtained 
the exemption has submitted to the 
Commissioner, in triplicate, amended in¬ 
formation describing such proposed 
changes, and such amendment has been 
accepted by the Commissioner. 

(ii) It is also intended for the preven¬ 
tion or treatment of. the diseases of 
poultry specified in subparagraphs (6) 
and (7) of this paragraph, it contains 
dienestrol diacetate in the amounts and 

-under the conditions set forth in sub¬ 
division (i) of this subparagraph, and 
it contains the antibiotics in the amounts 
specified in subparagraphs (6) and (7) 
of this paragraph. 

(iii) It is also intended for continua¬ 
tion of coccidiosis prevention in poultry, 
it contains dienestrol diacetate in the 
amounts and under the conditions set 
forth in subdivision (i) of tlfis subpara¬ 
graph, and it contains one, but only one, 
of the ingredients prescribed by sub- 
paragraph (1) of this paragraph and in 
the amounts specified in that subpara¬ 
graph, or it contains one, but only one, 
of the coccidiostats prescribed by sub- 
paragraph (18) of this paragraph, and 
in the amounts specified in that sub- 
paragraph. 

(iv) It is also intended for use in the 
prevention of outbreaks of histomo¬ 
niasis (blackhead) in turkey flocks, it 
contains dienestrol diacetate in the 
amounts and under the conditions set 
forth in subdivision (i) of this paragraph, 
and it contains one, but only one, of the 
ingredients prescribed by subparagraph 
(3) of this paragraph and in the amounts 
specified in that subparagraph. 

(v) It is also intended for the pre¬ 
vention or treatment of the diseases of 
poultry specified in subparagraph (15) of 
this paragraph, it contains dienestrol 
diacetate in the amounts and under the 
conditions set forth in subdivision (i) of 
this subparagraph, and it contains fura¬ 
zolidone in the amounts specified in sub- 
paragraph (15) of this paragraph. 

(vi) It is intended for use in the dis¬ 
eases specified in subdivisions (i), (ii), 
(iii), (iv) and (v), of this subparagraph, 
it contains ingredients in the amounts 
and under the conditions specified in 
those subdivisions, and it contains one, 
but only one, of the ingredients pre¬ 
scribed by paragraph (a) of this section, 
and in the amounts specified in that 
paragraph. If it contains one of the 
arsenic compounds prescribed in para¬ 
graph (a) of this section, its labeling 
must bear a warning that it must be dis¬ 
continued 5 days (instead of 24 hours 
as required in this subparagraph) before 
the treated chickens or turkeys are 
slaughtered for human consumption. 

(22) (i) It is intended for use solely 
in the control of outbreaks of coccidio¬ 
sis in poultry flocks and it contains in a 
quantity, by weight of feed, not less than 
0.003 percent and not more than 0.006 
percent of 2,4-diamino-5-(p-chloro- 


phenyl) -6-ethylpyrimidine and not w 
than 0.01 percent and not more than 
0.02 percent of sulfaquinoxaline and 
there has been submitted to the Com 
missioner, in triplicate, the information 
referred to in § 146.7, as well as anv 
additional information necessary to 
establish the safety and efficacy of the 
article and to guarantee its identity 
strength, quality, and purity. The ex-’ 
emption shall expire at the beginning 
of any act changing the composition or 
labeling of such drug or the methods 
used in its manufacturing, processing 
or repackaging, or the facilities and con¬ 
trols used for such manufacturing 
processing, or repackaging, unless the 
person who obtains the exemption has 
submitted to the Commissioner, in trip¬ 
licate, amended information describing 
such proposed changes and such amend¬ 
ment has been accepted by the Commis¬ 
sioner. 


(ii) It is intended for use in the dis¬ 
ease specified in subdivision (i) of this 
subparagraph, it contains the ingredi¬ 
ents in the amounts and under the con¬ 
ditions specified in that subdivision, and 
it contains one, but only one, of the in¬ 
gredients prescribed by paragraph (a) 
of this section and in the amounts speci¬ 
fied in that paragraph. 

(23) It is intended for use solely as an 
aid in the reduction of losses due to 
enterotoxemia in sheep; its labeling 
bears adequate directions and warnings 
for such use; and it contains not less 
than 20 grams of chlortetracycline per 
ton of feed. 

(24) It is intended for use in the main¬ 
tenance of weight gains of swine in the 
presence of atrophic rhinitis or as an aid 
in reducing the incidence of cervical 
abscesses in swine; its labeling bears ade¬ 
quate directions and warnings for such 
use; and it contains not less than 50 
grams of chlortetracycline per ton of 
feed. 

(25) It is intended for use as an aid 
in the reduction of bacterial diarrhea 
in beef cattle or as an aid in the pre¬ 
vention or treatment of bacterial pneu¬ 
monia and shipping fever (hemorrhagic 
septicemia) or as an aid in reduction of 
losses due to respiratory infection (in¬ 
fectious rhinotracheitis-shipping fever 
complex) or as an aid in the prevention 
of foot rot in cattle or as an aid in the 
prevention of anaplasmosis in cattle or 
as an aid in the prevention of liver 
abscesses in feed-lot beef cattle; its 
labeling bears adequate directions and 
warnings for such uses; and it contains 
the following quantities of chlortetra¬ 
cycline, by weight of feed, for the con¬ 
ditions indicated: 

(i) For the prevention of anaplas¬ 
mosis; 0.5 milligram per pound of body 
weight per day. 

(ii) For the prevention of foot rot in 
cattle; 0.1 milligram per pound of body 
weight per day. 

(ii) For the prevention or treatment 
of foot rot in cattle: 0.1 milligram per 
pound of body weight per day. 

(iii) As an aid in the reduction of 
bacterial diarrhea in beef cattle: 0.1 mn - 
ligram per pound of body weight per day. 

(iv) As an aid in the prevention o 
treatment of bacterial pneumonia an 
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Lining fever (hemorrhagic septicemia) 
an aid in reduction of losses due to 
Kory infection (infectious rhino- 
Scheitis-shipping fever complex) in 
Stle- 350 milligrams per head per day, 
fiept that if it is intended for use for 
Sre than 30 days it may contain 
Knrtetracycline, in a quantity by weight 
offeed to provide 70 milligrams per head 


tv) AS an aid in the prevention of 
mt abscesses in feed-lot beef cattle i 70 
nilligrams per head per day. 

(26) (i) It is intended for use solely 
for accelerating weight gains in beef 
sttle, and it contains a quantity of di- 
tovlstilbestrol adequate to provide not 
more than 10 milligrams per head per 
lay when fed in accordance with the 
lirections for use that accompany the 
eed, and there has been submitted to the 
commissioner, in triplicate, adequate in¬ 
formation of the kind described in § 146.7 
o establish the safety and efficacy of the 
article and to guarantee its identity, 
strength, quality, and purity. The ex¬ 
emption shall expire at the beginning of 
my act changing the composition or 
abeling of such drug or the methods 
used in its manufacturing, processing, 
jackaging, or in its labeling, unless the 
jerson who obtained the exemption has 
iubmitted to the Commissioner, in trip- 
icate, amended information describing 
such proposed changes, and such amend¬ 
ment has been accepted by the Commis¬ 
sioner. 

(ii) It is also intended for the preven¬ 
tion or treatment of the diseases speci- 
ied in subparagraph (25) of this 
jaragraph, it contains diethylstilbestrol 
n the amount and under the conditions 
set forth in subdivision (i) of this sub- 
jaragraph, and it contains the antibiotic 
nthe amount specified in subparagraph 
(25) of this paragraph. 

(27) It is intended for use as an aid 
n maintaining or increasing egg produc¬ 
tion, hatchability of eggs, prevention of 
early mortality of chicks when due to 
organisms that are sensitive to chlortet- 
racycline, and for improving feed effi¬ 
ciency as related to egg production; its 
labeling bears adequate directions and 
warnings for such use; and it contains 
not less than 50 grams of chlortetra- 
cycline per ton of feed, except that if it 
is intended for use in the presence of 
disease outbreaks it shall contain not less 
than 100 grams of chlortetracycline per 
' n of feed. 

(28) It is intended for use solely as 
an aid in the prevention or control of 
outbreaks of histomoniasis (“black- 

) in poultry flocks, and it contains 
carbasone in a quantity, by weight of 
feed, of not less than 0.05 percent and 
not more than 0.1 percent (except that 
jf it is intended for prevention of his¬ 
tomoniasis in turkey flocks it contains 
not less than 0.0375 percent) and there 
has been submitted to the Commissioner, 
to triplicate, adequate information of 
the kind described in § 146.7 to establish 
the safety and efficacy of the article and 
to guarantee its identity, strength, 
Quality, and purity. The exemption shall 
expire at the beginning of any act chang¬ 
es the composition of such drug, or the 
methods used in and the facilities and 

No. 251—Pt. II-ii 


controls used for its manufacturing, 
processing, and packaging, or in its label¬ 
ing, unless the person who obtained the 
exemption has submitted to the Com¬ 
missioner, in triplicate, amended infor¬ 
mation that describes such proposed 
changes, and such amendment has been 
accepted by the Commissioner. 

(29) It is intended for use solely as 
an aid in reducing the incidence of bac¬ 
terial diarrhea in laboratory mice; its 
labeling bears adequate directions and 
warnings for such use; and it contains 
not less than 100 grams of chlortetra¬ 
cycline per ton of feed. 

(30) It is intended for use as an aid 
in maintaining or increasing egg produc¬ 
tion of chickens, hatchability of eggs, 
prevention of early mortality of chicks 
when due to organisms that are sensitive 
to streptomycin and penicillin, and for 
improving feed efficiency of chickens or 
turkeys; its labeling bears adequate di¬ 
rections and warnings for such use; and 
it contains, per ton of feed, 18.75 grams 
of streptomycin and 3.75 grams of peni¬ 
cillin; except that if it is intended for 
use in the presence of disease, as an aid 
in maintaining or increasing hatchabil¬ 
ity of eggs, or for the prevention of early 
mortality of chicks, it contains 75 grams 
of streptomycin and 15 grams of peni¬ 
cillin per ton of feed. 

(31) It is intended for use in nursing 
sows to stimulate milk flow; it contains 
100 milligrams of iodinated casein per 
pound; and its labeling bears informa¬ 
tion that it is to be administered as the 
complete ration for 3 days before farrow¬ 
ing and until pigs are weaned. It may 
also be intended for use in the prevention 
or treatment of bacterial swine enteritis 
if it contains the antibiotics in the 
amounts prescribed by this section for 
that disease. 

(32) (i) It is intended for use as an 
aid in the control of infestation of large 
roundworms (Ascaris suis), nodular 
worm (Oesophagostemum dentatum), 
and whipworm (Trichuris suis) in 
swine; its labeling bears adequate direc¬ 
tions and warnings for such use, includ¬ 
ing a warning that its use must be dis¬ 
continued 48 hours before the treated 
swine are slaughtered for human con¬ 
sumption. If it is a complete feed it con¬ 
tains 6,000 units (6 milligrams) of hygro- 
mycin B (produced by the growth of 
Streptomyces hygroscopicus) per pound, 
or if it is a hygromycin B feed supplement 
or premix it contains not more than 
8,000,000 units (8 grams) of hygromycin 
B per pound. It contains less than 50 
grams of antibiotics per ton of finished 
feed. If it is a hygromycin B feed 
supplement or premix and it contains 
more than 8,000,000 units of hygromy¬ 
cin B per pound, it shall be exempt 
from certification only if there has been 
submitted to the Commissioner, in trip¬ 
licate, adequate information of the kind 
described in § 146.7 to establish the 
safety and efficacy of the article and to 
guarantee its identity, strength, quality, 
and purity. Such exemption shall expire 
at the beginning of any act changing the 
composition or labeling of such drug or 
the methods used in its manufacturing, 
processing, or packaging, or the facilities 
and controls used for such manufactur¬ 


ing, processing, or packaging, unless the 
person who obtained the exemption has 
submitted to the Commissioner (in trip¬ 
licate) amended information describing 
such proposed changes, and such amend¬ 
ment has been accepted by the Commis¬ 
sioner. When intended for the uses 
specified in this subparagraph, it may 
also contain, in the amount specified, 
one, but only one, of the ingredients 
"prescribed by paragraph (a) of this sec¬ 
tion. If it contains one of the arsenic 
compounds prescribed in such para¬ 
graph, its labeling must bear a warning 
that it must be discontinued 5 days (in 
lieu of 48 hours as required in this sub- 
paragraph) before the treated swine are 
slaughtered for human consumption. 

(ii) It is also intended for the preven¬ 
tion or treatment of bacterial swine en¬ 
teritis as specified in subparagraphs (9) 
and (10) of this paragraph; it contains 
hygromycin B in the amounts and under 
the conditions set forth in subdivision 
(i) of this subparagraph; and it contains 
the drugs ii* the amount specified in sub- 
paragraphs (9) and (10) of this para¬ 
graph. If it contains one of the arsenic 
compounds prescribed in paragraph (a) 
of this section, its labeling must bear the 
warning specified in subdivision (i) of 
this subparagraph. 

(iii) It is also intended for the preven¬ 
tion and treatment of bacterial swine 
enteritis, it contains hygromycin B in the 
amounts and under the conditions set 
forth in subdivision (i) of this subpara¬ 
graph, and it contains penicillin and 
streptomycin in the amounts specified in 
subparagraphs (6) and (7) of this para¬ 
graph. If it contains one of the arsenic 
compounds prescribed in paragraph (a) 
of this section, its labeling must bear the 
warning specified in subdivision (i) of 
this subparagraph. 

(iv) It is also intended for the pre¬ 
vention and treatment of bacterial 
swine enteritis, for the maintenance of 
weight gains of swine in the presence 
of atrophic rhinitis and for reducing 
the incidence of cervical .abscesses in 
swine, it contains hygromycin B in the 
amounts and under the conditions set 
forth in subdivision (i) of this subpara¬ 
graph, and it contains, per pound of 
feed, 0.025 gram (50 grams per ton), 
of the chlortetracycline; except that if 
it is intended for use in the treatment of 
bacterial swine enteritis it shall contain, 
per pound of feed, 0.05 gram (100 grams 
per ton), of chlortetracycline. 

(33) It is intended for use as an aid 
in reducing the incidence and severity 
of bloat in cattle on legume pastures; it 
contains a quantity of procaine penicil¬ 
lin that, when used as directed in the 
labeling, is sufficient to furnish each 
treated bovine animal not less than 75,- 
000 units as a single daily dose; and, if 
the drug supplement used to prepare the 
medicated feed contains more than 2 
percent moisture, its manufacturer has 
submitted to the Commissioner informa¬ 
tion adequate to prove its stability for 
6 months under customary conditions 
of purchase and use. 

(34) It is intended for use as an aid 
In the reduction of bacterial diarrhea in 
dairy cattle or as an aid in reduction of 
losses due to respiratory infection (in- 






13082 


RULES AND REGULATIONS 


fectious rhinotracheitis—shipping fever 
complex) or as an aid in the prevention 
of foot rot in cattle; its labeling bears 
adequate directions and warnings for 
such uses; and it contains the following 
quantities of chlortetracycline, by weight 
of feed, for the conditions indicated: 

(i) For the prevention of foot rot and 
as an aid in the reduction of bacterial 
diarrhea in dairy cattle: 0.1 milligram 
per pound of body weight per day. 

(ii) As an aid in reduction of losses 
due to respiratory infection (infectious 
rhinotracheitis—shipping fever com¬ 
plex) in dairy cattle: 0.1 milligram per 
pound of body weight per day, except 
that if it is intended for use for more 
than 30 days it may contain chlortetra¬ 
cycline, in a quantity by weight of feed 
to provide 70 milligrams per head per 
day. 

(35) It is intended for use solely as an 
aid in the prevention of coccidiosis and 
as an aid in stimulating growth in 
chicken flocks; its labeling bears ade¬ 
quate directions and warnings for such 
use, including a warning against its use 
in laying hens and a warning that its 
use must be discontinued 5 days before 
the treated chickens are slaughtered for 
human consumption; and it contains in 
a quantity, by weight of feed, 0.03 per¬ 
cent acetyl (paranitrophenyl) sulfanila¬ 
mide, 0.025 percent 3,5-din:trobenza- 
mide, and 0.005 percent 3-nitro-4-hy- 
droxyphenylarsonic acid; it contains less 
than 50 grams of antibiotics per ton of 
feed; and there has been submitted to 
the Commissioner, in triplicate, adequate 
information of the kind described in 
§ 146.7 to establish the safety and efficacy 
of the article and to guarantee its iden¬ 
tity, strength, quality, and purity. The 
exemption shall expire at the beginning 
of any act changing the composition of 
such drug, or the methods used in, and 
the facilities and controls used for its 
manufacturing, processing, and packag¬ 
ing, or in its labeling, unless the person 
who obtained the exemption has sub¬ 
mitted to the Commissioner, in triplicate, 
amended information that describes 
such proposed changes, and such amend¬ 
ment has been accepted by the Com¬ 
missioner. 

(36) It is intended for use solely as an 
aid in stimulating growth in chickens 
and turkeys and as an aid in the pre¬ 
vention of outbreaks of histomoniasis 
(blackhead) in chickens and turkeys and 
hexamitiasis in turkeys; its labeling 
bears adequate directions and warnings 
for such use, including a warning against 
its use in laying hens and a warning 
that its use must be discontinued 24 
hours before the treated chickens or 
turkeys are slaughtered for human con¬ 
sumption; and it contains nithiazide 
(1-ethyl-3-(5-nitro-2-thiazolyl) urea) in 
a quantity, by weight of feed, of not less 
than 0.0125 percent and not more than 
0.04 percent; it contains less than 50 


grams of antibiotics per ton of feed; and 
there has been submitted to the Com¬ 
missioner, in triplicate, adequate infor¬ 
mation of the kind described in § 146.7 
to establish the safety and efficacy of the 
article and to guarantee its identity, 
strength, quality, and purity. The ex¬ 
emption shall expire at the beginning 
of any act changing the composition or 
labeling of such drug or the methods 
used in and the facilities and controls 
used for its manufacturing, processing, 
and packaging, or in its labeling, unless 
the person who obtained the exemption 
has submitted to the Commissioner, in 
triplicate, amended information describ¬ 
ing such proposed changes, and such 
amendment has been accepted by the 
Commissioner. When intended for the 
uses specified in this subparagraph, it 
may also contain, in the amount speci¬ 
fied, one, but only one, of the ingredi¬ 
ents prescribed by paragraph (a) of 
this section. If it contains one of the 
arsenic compounds prescribed in para¬ 
graph (a) of this section, its labeling 
must bear a warning that it must be 
discontinued 5 days (instead of 24 hours 
as required in this subparagraph) be¬ 
fore the treated chickens or turkeys are 
slaughtered for human consumption. 

(37) It is intended for use solely in 
the prevention of outbreaks of coccidio¬ 
sis and as an aid in stimulating growth 
in chicken flocks; its labeling bears ade¬ 
quate directions and warnings for such 
use, including a warning against its use 
in laying hens and a warning that its use 
must be discontinued 4 days before the 
treated chickens are slaughtered for 
human consumption; and it contains 
glycarbylamide (4,5-imidazole-dicarbox¬ 
amide) in a quantity, by weight of feed, 
of not less than 0.002 percent and not 
more than 0.006 percent; it contains less 
than 50 grams of antibiotics per ton of 
feed; and there has been submitted to 
the Commissioner, in triplicate, adequate 
information of the kind described in 
§ 146.7 to establish the safety and ef¬ 
ficacy of the article and to guarantee its 
identity, strength, quality, and purity. 
The exemption shall expire at the be¬ 
ginning of any act changing the compo¬ 
sition of such drug, or the methods used 
in, and the facilities and controls used 
for its manufacturing, processing, and 
packaging, or in its labeling, unless the 
person who obtained the exemption has 
submitted to the Commissioner, in trip¬ 
licate, amended information that de¬ 
scribes such proposed changes, and such 
amendment has been accepted by the 
Commissioner. When intended for the 
uses specified in this subparagraph, it 
may also contain, in the amount speci¬ 
fied, one, but only one, of the ingredients 
prescribed by paragraph (a) of this sec¬ 
tion. If it contains one of the arsenic 
compounds prescribed in such para¬ 
graph, its labeling shall bear a warning 
that it must be discontinued 5 days (in 
lieu of 4 days as required in this subpara¬ 


graph) before the treated chicks 
slaughtered for human consunX 

(38) It is intended for SK5* * 
accelerating weight gains in sheen- * 
labeling bears adequate direction 
warnings for such use, including a wan 
mg that its use must be discontinued 
hours before the treated animah i 
slaughtered for human consumption' i 
contains a quantity of diethylstilbesi’J 
adequate to provide not more thkn 
milligrams per head per day when* 
in accordance with the directions for... 
that accompany the feed; it contains V 
than 50 grams of antibiotics per ton 
feed; and there has been submitted 
the Commissioner, in triplicate ad 
quate information of the kind describ 
in § 146.7 to establish the safety at 
efficacy of the article and to guarantee 
its identity, strength, quality, andpuritvl 
The exemption shall expire at the begin-! 
ning of any act changing the composi- 
tion or labeling of such drug or the 
methods used in its manufacturing! 
processing, and packaging, or in it 
labeling, unless the person who obtainet 
the exemption has submitted to 
Commissioner, in triplicate, amendei 
information describing such propose! 
changes, and such amendment has beei 
accepted by the Commissioner. 

(39) It is intended for use solely w 
an aid in the prevention or treatment 
of fowl typhoid, paratyphoid, and pul- 
lorum disease and as an aid in stimu¬ 
lating growth in poultry flocks; its la¬ 
beling bears adequate directions and 
warnings for such use, including a warm¬ 
ing against its use in laying hens and! 
a warning that its use must be discon-1 
tinued 48 hours before the treated ani¬ 
mals are slaughtered for human con¬ 
sumption; and it contains 3,5-dinitro-. 
benzamide in a quantity, by weight of I 
feed, of not less than 0.075 percent and! 
not more than 0.15 percent; it contains! 
less than 50 grams of antibiotics perl 
ton of feed; and there has been sub¬ 
mitted to the Commissioner, in tripli¬ 
cate, adequate information of the kind! 
described in § 146.7 to establish the! 
safety and efficacy of the article and to I 
guarantee its identity, strength, qual-l 
ity, and purity. The exemption shalll 
expire at the beginning of any act chang-1 
ing the composition or labeling of such! 
drug, or the methods used in and the! 
facilities and controls used for its man-1 
ufacturing, processing, and packaging, 
or in its labeling, unless the person who 
obtained the exemption has submitted! 
to the Commissioner, in triplicate, I 
amended information that describes | 
such proposed changes, and such amend¬ 
ment has been accepted by the Commis¬ 
sioner. When intended for the uses 
specified in this subparagraph, it may 
also contain, in the amount specified, 
one, but only one, of the ingredients pre¬ 
scribed by paragraph (a) of this section.' 
If it contains one of the arsenic com-, 
pounds prescribed in paragraph (a) of 
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_ cation, its labeling must bear a 
SniM that it must be discontinued 5 
Erjta lieu of 48 hours as required in 
S subparagraph) before the treated 
Ka or turkeys are slaughtered for 

Sn consumption. 

( 40 ) It is intended as an aid in main- 
tJning or increasing egg production 
Shability of eggs, reduction of the 
Sts of stress, prevention of early mor- 
S of chicks, and reduction of the 
pffpcts of diseases when due to organ¬ 
's that are sensitive to bacitracin or 
/iamixture of bacitracin and penicillin, 
Tor maintaining appetite and for improv¬ 
ing feed efficiency as related to egg 
eduction; its labeling bears adequate 
directions and warnings for such use; 
and it contains, per ton of feed, the 
equivalent of 50 grains of bacitracin or 
mixture of 37.5 grams of bacitracin and 
125 grams of penicillin when fed during 
the first 4 to 6 weeks of egg production, 
and not less than the equivalent of 10 
grams of bacitracin or a mixture of 7.5 
grams of bacitracin and 2.5 grams of 
penicillin when fed during the remainder 
of the laying period; except that if it is 
intended for use to increase egg hatch- 
ability or prevention of early mortality of 
chicks or for use in the presence of dis¬ 
ease outbreaks or during periods of stress, 
it shall contain, per ton of feed, the 
equivalent of 100 grams of bacitracin or 
i mixture of 75 grams of bacitracin and 
25 grams of penicillin. 

(41) (i) It is intended for use as an 
lid in reducing the spread of leptospirosis 
in swine; it contains 200 grams of chlor¬ 
tetracycline per ton of feed; and its lab¬ 
eling bears information that it is to be 
idministered continuously. 

(ii) It is intended for use solely as an 
aid in reducing the shedding of lepto- 
spirae in swine and as an aid in reducing 
abortion rate and mortality of newborn 
pigs in the presence of leptospirosis; it 
contains 400 grams of chlortetracycline 
per ton of feed; and its labeling bears 
information that it is to be administered 
to the animals for 14 days. 

(42) It is intended for use solely as an 
aid in the prevention of mycosis or in the 
treatment of mycotic diarrhea and as an 
aid in stimulating growth in turkey 
flocks; its labeling bears adequate direc¬ 
tions and warnings for such use, includ¬ 
ing a warning that eggs are to be used 
for hatching purposes only, if such feed 
is intended for use in laying hens; and it 
contains nystatin in a quantity, by 
weight of feed, of 50 grams per ton if 
intended for the prevention of mycosis, 
or 100 grams per ton if intended for the 
treatment of mycotic diarrhea; it con¬ 
tains less than 50 grams of additional 
antibiotics per ton of feed; and there 
has been submitted to the Commissioner, 
in triplicate, adequate information of the 
kind described in § 146.7 to establish the 
safety and efficacy of the article and to 
guarantee its identity, strength, quality, 
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and purity. The exemption shall expire 
at the beginning of any act changing the 
composition or labeling of such drug, cr 
the methods used in and the facilities 
and controls used for its manufacturing, 
processing, and packaging or in its label¬ 
ing, unless the person who obtained the 
exemption has submitted to the Commis¬ 
sioner, in triplicate, amended informa¬ 
tion describing such proposed changes, 
and such amendment has been accepted 
by the Commissioner. 

(43) It is intended for use solely as an 
aid in reducing the incidence of vibrionic 
abortion in breeding sheep; its labeling 
bears adequate directions and warnings 
for such use, including information that 
it is to be administered continuously 
during pregnancy; and it contains 
chlortetracycline in a quantity that, 
when administered as directed in its 
labeling, will provide a total daily dose of 
80 milligrams per animal. 

(44) (i) It is intended for the use solely 
as an aid in preventing outbreaks of coc- 
cidiosis in chickens and turkeys and as 
an aid in stimulating growth and im¬ 
proving feed efficiency in growing chick¬ 
ens and turkeys, and its labeling bears 
adequate directions and warnings for 
such use, including a warning against its 
use in laying hens. It contains, per ton 
of complete feed: 

(a) Amprolium (l-(4-amino-2-n-pro¬ 
pyl-5 - pyrimidinylmethyl) -2 - picolinium 
chloride hydrochloride), as follows: 

(1) In a quantity, by weight of feed, 
of not less than 0.0125 percent and not 
more than 0.025 percent, if it is intended 
as an aid in preventing coccidiosis in 
chickens and turkeys; or 

(2) In the following quantities, by 
weight of feed, under the conditions and 
for the ages of chickens indicated, if it 
is intended as an aid in preventing coc¬ 
cidiosis by developing immunity in 
chicken replacement flocks: 


Growing 

conditions 


Amount of amprolium in feed for 
birds, by age groups 


Severe exposure 
to coccidiosis -.. 
Moderate expo¬ 
sure to coccid¬ 
iosis_ 

Slight exposure 
to coccidiosis-. 


Up to 5 
weeks of 
age 


Percent 
0,0125 

0.008-0.0125 
0.004-0.0125 


From 5 to 
8 weeks of 
age 


Percent 
0.008-0.0125 

0.006-0.0125 I 
0.004-0.0125 


From 8 to 
14 weeks 
on range 


Percent 
0.004-0.0125 

0.004-0.0125 
0.004-0.0125 


(b) The following quantities of anti¬ 
biotics : 

U) Penicillin: Not less than 2.4 grams 
and not more than 50 grams; or 

(2) Streptomycin: Not less than 30 
grams and not more than 5G grams; or 

(3) A combination of penicillin and 
streptomycin: Not less than 2.4 grams of 
penicillin and not less than 12 grams 
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of streptomycin and not more than 50 
grams of the combination drug; or 

(4) Bacitracin (as feed-grade baci¬ 
tracin, bacitracin methylene disalicyl¬ 
ate, feed-grade zinc bacitracin, or feed- 
grade manganese bacitracin); Not less 
than 4 grams and not more than 50 
grams; or 

(5) A combination of bacitracin (as 
feed grade bacitracin, feed grade manga¬ 
nese bacitracin, feed grade zinc bacitra¬ 
cin, or bacitracin methylene disalicylate) 
and penicillin: Not less than 3 grams of 
bacitracin and not less than 0.6 gram of 
penicillin, and not more than 50 grams 
of the combination drug. 

Provided, however, That such medicated 
complete feed has been prepared from 
a concentrated amprolium-antibiotic 
medicated feed that contained not more 
than 0.05 percent amprolium. If the 
complete medicated feed is prepared 
from a product of amprolium that con¬ 
tains more than 0.05 percent of the drug, 
it is exempt from certification only under 
the condition that there has been sub¬ 
mitted to the Commissioner, in triplicate, 
adequate information of the kind de¬ 
scribed in § 146.7 to establish the safety 
and efficacy of the article and to guaran¬ 
tee its identity, strength, quality, and 
purity. The exemption shall expire at 
the beginning of any act changing the 
composition or labeling of such drug, 
or the methods used in and the facilities 
and controls used for its manufacturing, 
processing, and packaging, or in its 
labeling, unless the person who obtains 
the exemption has submitted to the 
Commissioner, in triplicate, amended 
information that describes such proposed 
changes, and such amendment has been 
accepted by the Commissioner. Both 
concentrates and finished poultry feed 
containing amprolium must comply with 
all the requirements of § 121.210 of this 
chapter, including labeling. 

(ii) It is also intended for use in the 
prevention of those infections of chick¬ 
ens specified in subparagraph (6) of this 
paragraph; it contains amprolium in the 
amount and under the conditions speci¬ 
fied in subdivision (i) of this subpara¬ 
graph; and it contains, per ton of feed, 
not less than 50 grams and not more 
than 100 grams of chlortetracycline. 

(iii) It is also intended for use in the 
treatment of those infections of chickens 
specified in subparagraph (7) of this 
paragraph; it contains amprolium in the 
amount and under the conditions set 
forth in subdivision (i) of this subpara¬ 
graph; and it contains, per ton of feed, 
not less than 100 grams and not more 
than 200 grams of chlortetracycline, or 
75 grams of streptomycin and 15 grams 
of penicillin. 

(iv) It is also intended for use in the 
prevention of those infections of chickens 
specified in subparagraph (9) of this 
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paragraph; it contains amprolium in the 
amount and under the conditions speci¬ 
fied in subdivision (i) of this subpara¬ 
graph; and it contains, per ton of feed, 
not less than 50 grams and not more than 
100 grams of bacitracin (as feed grade 
bacitracin, bacitracin methylene disalic¬ 
ylate, or feed grade zinc bacitracin). 

(v) It is also intended for use in the 
treatment of those infections of chickens 
specified in subparagraph (10) of this 
paragraph; it contains amprolium in the 
amount and under the conditions set 
forth in subdivision (i) of this subpara¬ 
graph; and it contains, per ton of feed, 
not less than 100 grams and not more 
than 200 grams of bacitracin (as feed 
grade bacitracin, bacitracin methylene 
disalicylate, or feed grade zinc bacitra¬ 
cin) . 

(vi) It is also intended for use in the 
treatment of infectious sinusitis, blue 
comb (nonspecific infectious enteritis, 
mud fever), and hexamitiasis in turkeys; 
it contains amprolium in the amount and 
under the conditions specified in sub¬ 
division (i) (a) ( 1) of this subparagraph; 
and it contains, per ton of feed, a com¬ 
bination of 75 grams of streptomycin and 
15 grams of penicillin. 

(45) It is a medicated chicken or tur¬ 
key feed containing antibiotics and zoa- 
lene in the amounts and for the purposes 
indicated in § 121.207 of this chapter; 
Provided, however. That such medicated 
complete feed has been prepared from a 
concentrated zoalene-antibiotic medi¬ 
cated feed that contained not more than 
0.0375 percent zoalene. If the complete 
medicated feed is prepared from a prod¬ 
uct of zoalene that contains more than 
0.0375 percent zoalene, it is exempt from 
certification only under the condition 
that there has been submitted to the 
Commissioner, in triplicate, adequate in¬ 
formation of the kind described in § 146.7 
to establish the safety and efficacy of the 
article and to guarantee its identity, 
strength, quality, and purity. The ex¬ 
emption shall expire at the beginning of 
any act changing the composition or 
labeling of such drug, or the methods 
used in and the facilities and controls 
used for its manufacturing, processing, 
and packaging, or in its labeling, unless 
the person who obtains the exemption 
has submitted to the Commissioner, in 
triplicate, amended information that de¬ 
scribes such proposed changes, and such 
amendment has been accepted by the 
Commissioner. Both concentrates and 
finished poultry feed contaihing zoalene 
must comply with all the requirements 
of § 121.207 of this chapter, including 
labeling. 

(46) It is intended for use as an aid in 
improving pelt size, improving growth 
rate, and improving feed efficiency of 
mink; its labeling contains adequate 
directions and warnings for such use; 
and it contains not less than 20 grams 
nor more than 50 grams of chlortetracy- 
cline per ton of complete feed. 


(47) It is intended for use solely as an 
aid in improving growth and feed ef¬ 
ficiency in pheasants; its labeling bears 
adequate directions and warnings for 
such use; and it contains, per ton of 
complete ration, the following quantities 
of antibiotics: 

(i) Bacitracin (as feed grade bacitra¬ 
cin, bacitracin methylene disalicylate, or 
feed grade zinc bacitracin): Not less than 
4 grams and not more than 50 grams; or 

(ii) Penicillin: Not less than 2.4 grams 
and not more than 50 grams. 

(48) It is intended for use solely as an 
an aid in stimulating growth in quail 
chicks up to 5 weeks of age; its labeling 
bears adequate directions and warnings 
for such use; and it contains, per ton of 
complete feed, the following quantities of 
antibiotics: 

(i) Bacitracin: Not less than 5 grams 
and not more than 20 grams; or 

(ii) Penicillin: Not less than 5 grams 
and not more than 20 grams. 

(49) It is a medicated chicken or tur¬ 
key feed containing antibiotics and re- 
serpine in the amounts and for the pur¬ 
poses indicated in § 121.205 of this 
chapter; its labeling bears adequate di¬ 
rections and warnings for such use; and 
there has been submitted to the Com¬ 
missioner, in triplicate, adequate infor¬ 
mation of the kind described in § 146.7 
to establish the safety and efficacy of 
the article and to guarantee its iden¬ 
tity, strength, quality, and purity. The 
exemption shall expire at the beginning 
of any act changing the composition 
of such drug, or the methods used in, and 
the facilities and controls used for its 
manufacturing, processing, and packag¬ 
ing, or in its labeling, unless the person 
who obtained the exemption has sub¬ 
mitted to the Commissioner, in triplicate, 
amended information that describes such 
proposed changes, and such amendment 
has been accepted by the Commissioner. 

(50) It is a medicated chicken feed 
containing antibiotics and hygromycin 
B in the amounts and for the purposes 
indicated in § 121.213 of this chapter; 
or if it is hygromycin B concentrate, it 
contains not more than 16,000 units (16 
milligrams) of hygromycin B per pound; 
its labeling bears adequate directions 
and warnings for such use; and there has 
been submitted to the Commissioner, in 
triplicate, adequate information of the 
kind described in § 146.7 to establish the 
safety and efficacy of the article and to 
guarantee its identity, strength, quality, 
and purity. The exemption shall expire 
at the beginning of any act changing the 
composition of such drug, or the methods 
used in, and the facilities and controls 
used for its manufacturing, processing, 
and packaging, or in its labeling, unless 
the person who obtained the exemption 
has submitted to the Commissioner, in 
triplicate, amended information that de¬ 
scribes such proposed changes, and such 
amendment has been accepted by the 
Commissioner. 


for 


new- 


with 


(51) It is a medicated chicken an, 
turkey feed containing bacitracin or,in! 
bacitracin up to 500 grams per ton? 
up to 500 grams per ton of a combinatin 
of either with penicillin in the amoun 
and for the purposes indicated 
§§ 121.232 and 121.233 of this chant 
and its labeling bears adequate directio 
and warnings for such use. 

(52) It is a cattle feed contain! 
zinc bacitracin in the amounts and 
the purposes indicated in § 121 225 0 
this chapter and its labeling bears ade 
quate directions and warnings for sue] 
use. 

(c) [Reserved.] 

(d) Fees: The fees for the service! 
rendered with respect to each applica 
tion for an exemption from certificatio] 
under the regulations in paragraph (b)l 
of this section, and for each amendmen 
thereto, shall be: 

(1) $5.00 for each medicated fe 
formula containing one or more nev 
drug substances described in an initii 
application. 

(2) $5.00 for changes in one or mo 
new-drug substances contained in 
medicated feed formula described in 
amendment to such application. 

The fee prescribed by this paragrap 
shall accompany each application an 
each amendment to such applicatio 
unless such fee is covered by an advanc 
deposit maintained in accordance 
§ 146.8 (d). 

(53) It is a medicated feed for tui 
keys and contains chlortetracycline hj 
drochloride and dietary calcium in ti 
amounts and for the purposes indicate 
in § 121.208(d), Table 1, Item 12, of th 
chapter; and its labeling bears adequat 
directions and warnings for such use. 

§ 146.27 Antibiotics for fish diseases. 

Any antibiotic drug subject to the reg¬ 
ulations in this chapter intended for use 
solely in the prevention or treatment of 
disease in fish and conspicuously so la¬ 
beled shall be exempt from the require¬ 
ments of sections 502(1) and 507 of the 
act if the fish so treated are not intended 
for human consumption. 

(Interprets or applies secs. 502, 52 Stat. 1050, 
59 Stat. 463, as amended; 21 U.S.C. 352) 

§ 146.28 Antibiotics for bull semen. 

Any certifiable antibiotic drug subject 
to the regulations in this chapter in¬ 
tended for use solely as a preservative for 
bull semen, and conspicuously so labeled, 
shall be exempt from the requirements 
of sections 502 (1) and 507 of the act. 

§ 146.29 Biological drugs that contain 
antibiotics. 

Biological drugs that contain any 
certifiable antibiotic drug subject to the 
regulations in this chapter, and the pur¬ 
pose of the antibiotic is for use only 
as a preservative and the biological drug 
is conspicuously so labeled, shall be 
exempt from the requirements of sections 
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,„, n an d 507 of the act, if such drugs 
licensed under the Public Health 
ifvce Act of July 1, 1944 (58 Stat. 
'w-42 US.C. 201 et seq.) or under the 
Jrus-Serum-Toxin Act of March 4,1913 

Rat. 832; 21 U.S.C. 151 et seq.) 

8116 30 Exemption for the salts of 
|S antibiotic drugs for use in teaching, 
| aw enforcement, research, and anal¬ 
ysis. 

The salts of antibiotic drugs subject to 
cection 507 of the act shall be exempt 
Sm the requirements of section 502 
j 11 ) jf shipped or sold to, or in the pos¬ 
session of, persons regularly and lawfully 
iged in instruction in pharmacy, 
chemistry, or medicine not involving 
clinical use; or in law enforcement; or 
in research not involving clinical use; or 
in chemical analysis or physical testing, 
provided they are to be used only for such 
instruction, law enforcement, research, 

I analysis, or testing, and provided further 
that their labels bear the statement “Not 
for drug use.” _ 

PART 146 a—CERTIFICATION OF PEN¬ 
ICILLIN AND PENICILLIN-CONTAIN¬ 
ING DRUGS 

See 

146a.11 Buffered methicillin sodium (buf¬ 
fered sodium-2,6-dimethoxy- 

phenyl penicillin). 

146a.l2 Sodium oxacillin. 

146a.l3 Sodium oxacillin tablets. 

146a.l4 Sodium oxacillin capsules. 

146a.15 Methicillin sodium. 

146a.16 Phenethicillin potassium (potas¬ 
sium a-phenoxyethyl penicillin). 
146a. 17 Phenethicillin potassium (potas¬ 
sium a-phenoxyethyl penicillin) 
tablets. 

146a. 18 Phenethicillin potassium (potas¬ 
sium a-phenoxyethyl penicillin) 
for oral solution. 

146a.l9 Benzathine penicillin V for aque¬ 
ous injection veterinary. 
146a.20 Penicillin-streptomycin-bacitracin 
methylene disalicylate-neomycin 
ointment; penicillin-dihydro- 
streptomycin-bacitracin methy¬ 
lene disalicylate-neomycin oint¬ 
ment. 

.21 Capsules penicillin - tetracycline 
phosphate complex-novobiocin- 
nystatin veterinary. 

.22 Penicillin-streptomycin-neomycin- 
polymyxin ointment; penicillin 
dihydrostreptomycin-neomycin- 
polymyxin ointment. 

146a.23 Penicillin - streptomycin - erythro¬ 
mycin ointment; penicillin-di- 
hydrostreptomycin - erythromy¬ 
cin ointment. 

146a.24 Sodium penicillin (penicillin so¬ 
dium, penicillin sodium salt), 
calcium penicillin (penicillin 
calcium, penicillin calcium salt), 
crystalline penicillin (crystal¬ 
line penicillin sodium, crystal¬ 
line penicillin sodium salt, crys¬ 
talline penicillin potassium, 
crystalline penicillin potassium 
salt, crystalline penicillin G so¬ 
dium, crystalline penicillin G 
sodium salt, crystalline penicillin 


Sec. 


146a.25 


146a.26 
146a.27 
146a.28 


146a.29 


146a.30 
146a.31 


146a.32 


146a.33 

146a.34 

146a.35 


146a.36 

146a.37 

146a.38 


146a.39 

146a.40 


146a.41 

146a.42 


146a.43 

146a.44 


146a.45 

146a.46 


146a.47 

146a.48 


146a.49 
146a.50 


146a.51 

146a.52 


G potassium, crystalline penicil¬ 
lin G potassium salt, crystalline 
penicillin O sodium, crystalline 
penicillin O sodium salt, crystal¬ 
line penicilin O potassium, 
crystalline penicillin O potas¬ 
sium salt). 

Penicillin in oil and wax. (Cal¬ 
cium penicillin in oil and wax, 
crystalline penicillin in oil and 
wax). 

Penicillin ointment. 

Penicillin tablets. 

Crystalline penicillin G oral sus¬ 
pension, crystalline penicillin G 
sodium oral suspension, potas¬ 
sium penicillin G oral suspen¬ 
sion. 

Penicillin with aluminum hydrox¬ 
ide gel. 

Penicillin troches. 

Penicillin dental cones (calcium 
penicillin dental cones, penicil¬ 
lin dental cones calcium salt, 
crystalline penicillin dental 
cones). 

Penicillin with vasoconstrictor; 

penicillin with - (the blank 

being filled in with the common 
or usual name of the vasocon¬ 
strictor) . 

Penicillin for surface application. 

Tablets aluminum penicillin. 

Penicillin sulfonamide powder 
(calcium penicillin sulfonamide 
powder, crystalline penicillin 
sulfonamide powder). 

Penicillin vaginal suppositories. 

Buffered crystalline penicillin. 

Capsules buffered penicillin with 
pectin hydrolysate (capsules 
buffered potassium penicillin 
with pectin hydrolysate). 

Capsules procaine penicillin in oil. 

Penicillin bougies (sodium peni¬ 
cillin bougies, calcium penicillin 
bougies, potassium penicillin 
bougies, procaine penicillin 
bougies, penicillin bougies so¬ 
dium salt, penicillin bougies cal¬ 
cium salt, penicillin bougies po¬ 
tassium salt, penicillin bougies 
procaine salt). 

Crystalline penicillin and epine¬ 
phrine in oil. 

Aluminum penicillin (aluminum 
penicillin salt). 

Aluminum penicillin in oil. 

Procaine penicillin (penicillin pro¬ 
caine salt), procaine penicillin 
G (penicillin G procaine salt). 

Procaine penicillin in oil. 

Crystalline penicillin for inhala¬ 
tion therapy. 

Procaine penicillin for aqueous in¬ 
jection. 

Ephedrine penicillin (penicillin 
ephedrine salt), ephedrine peni¬ 
cillin G (penicillin G ephedrine 
salt). 

Ephedrine penicillin tablets. 

Procaine penicillin and buffered 
crystalline penicillin for aqueous 

injection. 

Buffered penicillin powder, peni¬ 
cillin powder with buffered 
aqueous diluent. 

Procaine penicillin and crystalline 
penicillin in oil. 


Sec. 

146a.53 

146a.54 


146a.55 

146a.56 
146a.57 

146a.58 

146a.59 

146a.60 

146a.61 

146a.62 
146a.63 

146a.64 

146a.65 
146a.66 

146a.67 


146a.68 

146a.69 

146a.70 


146a.71 

146a.72 

146a.73 

146a.74 

146a.75 


146a.76 

146a.77 

146a.78 

146a.79 


Capsules penicillin and novobio¬ 
cin. 

Penicillin-streptomycin ointment 
(penicillin-streptomycin min¬ 
eral oil suspension); penicillin- 
dihydrostreptomycin ointment 
(penicillin -dihydrostreptomycin 
mineral oil suspension). 

Penicillin-streptomycin bougies; 
penicillin - dihydrostreptomycin 
bougies. 

Penicillin-bacitracin ointment. 

Procaine penicillin and streptomy¬ 
cin in oil; procaine penicillin 
and dihydrostreptomycin in oil. 

Penicillin-streptomycin; penicil¬ 
lin-dihydrostreptomycin veteri¬ 
nary. 

Penicillin tooth powder (tooth 
powder with penicillin). 

Penicillin-bacitracin troches; peni¬ 
cillin-zinc bacitracin troches. 

Potassium penicillin V (potassium 
penicillin V salt). 

Penicillin-neomycin ointment. 

Crystalline penicillin and baci¬ 
tracin. 

Z-Ephenamine penicillin G (peni¬ 
cillin G Z-ephenamine salt). 

Z-Ephenamine penicillin G in oil. 

Z-Ephenamine penicillin G for 
aqueous injection. 

Procaine penicillin in streptomy¬ 
cin sulfate solution; procaine 
penicillin in dihydrostreptomy¬ 
cin sulfate solution veterinary 
(procaine penicillin in crystal¬ 
line dihydrostreptomycin sulfate 
solution veterinary). 

Benzathine penicillin G (benza¬ 
thine penicillin G salt). 

Benzathine penicillin G oral sus¬ 
pension, benzathine penicillin G 
for oral suspension (benzathine 
penicillin G powder). 

Pencillin - streptomycin - bacitracin 
ointment; penicillin - dihydro¬ 
streptomycin - bacitracin oint¬ 
ment; penicillin-streptomycin- 
bacitracin methylene disalicylate 
ointment; penicillin - dihydro¬ 
streptomycin-bacitracin methyl¬ 
ene disalicylate ointment. 

Penicillin-streptomycin dental 
cones; penicillin-dihydrostrep¬ 
tomycin dental cones. 

Hydrabamine penicillin V (peni¬ 
cillin V hydrabamine salt). 

Hydrabamine penicillin V oral sus¬ 
pension. 

Diethylaminoethyl ester penicillin 
G hydriodide (penicillin G di¬ 
ethylaminoethyl ester hydrio¬ 
dide). 

Diethylaminoethyl ester penicillin 
G hydriodide for aqueous injec¬ 
tion (penicillin G diethylamino¬ 
ethyl ester hydriodide for aque¬ 
ous injection). 

Penicillin-streptomycin implanta¬ 
tion pellets; penicillin-dihydro¬ 
streptomycin implantation pel¬ 
lets. 

Benzathine penicillin G for aque¬ 
ous injection. 

Benzathine penicillin G and buf¬ 
fered crystalline penicillin for 
aqueous injection. 

Chloroprocaine penicillin O (peni¬ 
cillin O chloroprocaine salt). 
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Sec. 
146a.80 

146a.81 

146a.82 

146a.83 

146a.84 

146a.85 

146a.86 

146a.87 

146a.88 

146a.89 


146a.90 


146a.91 

146a.92 
146a.93 

146a.94 

146a.95 

146a.96 

146a.97 

146a.98 

146a.99 

146a.100 
146a.101 

146a.l02 


146a.l03 

146a.l04 


Chloroprocalne penicillin O for 
aqueous injection. 

Penicillin-streptomycin vaginal 
suppositories; penicillin - dihy- 
drostreptomycin vaginal suppos¬ 
itories. 

Penicillin-streptomycin-bacitracin 
dental paste; penicillin-dihydro - 
streptomycin-bacitracin dental 
paste. 

Procaine penicillin-streptomycin- 
neomycin-erythromycin in oil; 
procaine penicillin-dihydro- 
streptomycin-neomycin-erthyro- 
mycin in oil. 

Penicillin and dihydrostreptomy¬ 
cin-streptomycin sulfates veter¬ 
inary; procaine penicillin in di- 
hydrostreptomycin-streptomycin 
sulfates solution veterinary. 

Benzathine-procaine-buffered crys¬ 
talline penicillins for aqueous 
injection. 

Benzathine penicillin G and pro¬ 
caine penicillin for aqueous in¬ 
jection. 

Penicillin - bacitracin - neomycin 
ointment; penicillin-bacitracin- 
neomycin in oil. 

Penicillin-streptomycin tablets; 
penicillin - dihydrostreptomycin 
tablets. 

Penicillin - streptomycin - neomy¬ 
cin in oil; penicillin-dihydro- 
streptomycin-neomycin in oil; 
penicillin - streptomycin - neo¬ 
mycin ointment; penicillin- 
dihydrostreptomycin - neomycin 
ointment. 

Procaine penicillin and benzathine 
penicillin G in streptomycin 
sulfate solution; procaine peni¬ 
cillin and benzathine penicillin 
G in dihydrostreptomycin sulfate 
solution veterinary (procaine 
penicillin and benzathine peni¬ 
cillin G in crystalline dihydro¬ 
streptomycin sulfate solution 
veterinary). 

Benzathine penicillin G and strep¬ 
tomycin; benzathine penicillin 
G and dihydrostreptomycin vet¬ 
erinary. 

Tablets benzathine penicillin G 
and crystalline penicillin. 

Penicillin-streptomycin powder; 
penicillin - dihydrostreptomycin 
powder. 

Dibenzylamine penicillin G (di- 
benzylamine penicillin G salt). 

Dibenzylamine penicillin and po¬ 
tassium penicillin powder, buf¬ 
fered. 

Dibenzylamine penicillin and 
streptomycin in oil; dibenzyla¬ 
mine penicillin and dihydro¬ 
streptomycin in oil. 

Hydrabamine penicillin G (hydra- 
bamine penicillin G salt). 

Hydrabamine penicillin G oral sus¬ 
pension. 

Capsules crystalline penicillin G 
(capsules crystalline penicillin G 
potassium, capsules crystalline 
penicillin G sodium). 

Benzathine penicillin G in oil! 

Benzathine penicillin G and pro¬ 
caine penicillin G in oil. 

Benzathine penicillin G-procaine 
penicillin G-streptomycin in oil; 
benzathine penicillin G-procaine 
penicillin G-dihydrostreptomy- 
cin in oil veterinary. 

Penicillin V (phenoxymethyl peni¬ 
cillin). 

Penicillin V for oral suspension 
(phenoxymethyl penicillin for 
oral suspension); potassium 
penicillin V for oral solution. 


Sec. 

146a.105 

146a.l06 

146a.l07 
146a.108 


146a.109 


146a.110 


146a.Ill 


146a.ll2 


Benzathine penicillin V (benza¬ 
thine penicillin V salt). 

Tablets benzathine penicillin G 
and penicillin V. 

Capsules penicillin V. 

Procaine penicillin-streptomycin- 
polymyxin in oil; procaine peni¬ 
cillin - dihydrostreptomycin - 
polymyxin in oil; procaine peni¬ 
cillin - streptomycin - polymyxin 
ointment; procaine penicillin- 
dihydrostreptomycin -polymyxin 
ointment. 

Benzathine penicillin V oral sus¬ 
pension; benzathine penicillin V 
for oral suspension. 

Benzathine penicillin G in strep¬ 
tomycin sulfate solution; benza¬ 
thine penicillin G in dihydro¬ 
streptomycin sulfate solution 
veterinary (benzathine penicil¬ 
lin G in crystalline dihydro¬ 
streptomycin sulfate solution 
veterinary). 

Procaine penicillin - neomycin- 
polymyxin in oil; procaine peni¬ 
cillin-neomycin-polymyxin oint¬ 
ment. 

Crystalline penicillin-streptomy¬ 
cin-polymyxin - oxytetracycline- 
carbomycin powder veterinary; 
crystalline penicillin - dihydro¬ 
streptomycin - polymyxin - oxy- 
tetracycline-carbomycin powder 
veterinary. 


Authority: §§ 146a.24 to 146a.ll2 issued 
under sec. 507, 59 Stat. 463, as amended; 21 
U.S.C. 357. 


§ 146a.ll Buffered metliicillin sodium 
(buffered sodium-2,6-dimethoxy- 

phenyl penicillin). 

(a) Standards of identity, strength, 
quality, and purity. Buffered methicillin 
sodium conforms to all the requirements 
and is subject to all procedures pre¬ 
scribed by § 146a.l5(a) for methicillin 
sodium, except that: 

(1) It contains the buffer sodium cit¬ 
rate in a quantity not less than 4.0 per¬ 
cent and not more than 5.0 percent by 
weight of its total solids; such sodium 
citrate conforms to the standards pre¬ 
scribed therefor by the U.S.P. 

(2) It may contain one or more suit¬ 
able preservatives. 

(3) The methicillin content is cor¬ 
rected for the sodium citrate content. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U.S.P., and shall 
be of such composition as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that" minor changes so caused that are 
normal and unavoidable in good packag¬ 
ing, storage, and distribution practice 
shall be disregarded. In case it is pack¬ 
aged for dispensing, it shall be in im¬ 
mediate containers of colorless, trans¬ 
parent glass. Each such container shall 
contain 1 gram, 2 grams, 3 grams, 4 
grams, 5 grams, or 6 grams. 

(c) Labeling —(1) If it is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on its label or labeling, as 
hereinafter indicated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container, the 


statement “Expiration date 
the blank being filled in with the dab 
that is 24 months after the month dmJ 
ing which the batch was certified* PrJ 
vided, however , That such expiratiml 
date may be omitted from the immedil 
ate container if it contains a single dosT 
and it is packaged in an individual 
wrapper or container. 

(ii) On the circular or other labeling 
within or attached to the package thl 
statement, “Reconstituted solutions mal 
be stored for not more than 24 hours a! 
room temperature and not more than { 
days under refrigeration.” 

(2) If it is packaged solely for mnu\ 
facturing use and/or repacking. EacU 
package shall bear on its outside wrapp 
or container and the immediate con4 
tainer the following: 

(i) The number of micrograms of thJ 
free acid of methicillin per milligram 
and the number of grams or kilograms id 
the immediate container. 

(ii) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 

(iii) The statement “For manuJ 
facturing use,” “For repacking,” or “Fo| 
manufacturing use or repacking.” 

(iv) The statement “Expiration date 

-,” the blank being filled in 

with the date that is 24 months after thj 
month during which the batch wa 
certified. 

(d) Request for certification, checl\ 
tests, and assays ; samples. Proceed a 
directed in § 146a.l5(d), except that i 
person who requests certification of 
batch shall also submit with his requestl 
a statement showing the quantity of 
sodium citrate used in making the batch! 
and that such sodium citrate conforms] 
to the requirements prescribed therefor] 
by this section. In case of an initial reJ 
quest for certification, he shall submit] 
an accurately representative sample of| 
such sodium citrate consisting of| 
approximately 5 grams. 

(e) Fee. In addition to the fees pre-| 
scribed in § 146a. 15(e) the fee for the 
services rendered with respect to the] 
sample of sodium citrate submitted 
prescribed in paragraph (d) of this sec-| 
tion shall be $4.00. 


§ 146a. 12 Sodium oxacillin. 


is I 


815 


(a) Standards of identity, strength , 
quality, and purity. Sodium oxacillin 
the crystalline monohydrated sodii 
salt of 5-methyl-3-phenyl-4-isoxazolyl 
penicillin. It is so purified and drii ’ 
that: 

(1) R contains not less than 
micrograms of the free acid of oxacil 
per milligram. 

(2) It is nontoxic. 

(3) Its moisture content is not more 
than 6.0 percent. 

(4) Its pH in an aqueous solution con¬ 
taining 30 milligrams per milliliter is 
not less than 4.5 and not more than 7.5. 

(5) Its sodium oxacillin content is not 
less than 90 percent. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U.S.P., and shall 
be of such composition as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
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•t minor changes so caused that are 
"L“] an d unavoidable in good pack- 
J“r storage, and distribution prac- 
^aUbe disregarded. 

.) Labeling. Each package shall 
r on its outside wrapper or container 
h the immediate container, as here- 
Jter indicated, the following: 

The batch mark. 

The number of micrograms per 
digram and the number of grams in 
1ST immediate container. 

B m The statement “Expiration date 
” the blank being filled in 
fcth’the date that is 24 months after the 
Ijnonth during which the batch was 

(4? The statement “For use in the 
manufacture of nonparenteral drugs 

jjy " 

(5) The statement “Caution: Federal 
iw prohibits dispensing without pre- 
cription.” 

(d) Request for certification; samples. 
|(1) In addition to complying with the 
lrequirements of § 146.2 of this chapter, 

a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in the 
batch, and the date on which the latest 
assay of the drug comprising such batch 
was completed. Such request shall be 
accompanied or followed by the results 
of tests and assays made by him of the 
batch for potency, toxicity, moisture, pH, 
sodium oxacillin content, crystallinity, 
and identity. 

(2) Such person shall submit with his 
request an accurately representative 
sample of the batch, consisting of nine 
packages, each containing approxi¬ 
mately 300 milligrams plus one package 
containing approximately 2 grams, taken 
from a different part of the batch, 
packaged in accordance with the require¬ 
ments of paragraph (b) of this section. 

(e) Fees. The fees for the services 
rendered with respect to each batch 
under the regulations in this section 
shall be: 

(1) $5.00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph (d) (2) of this 
section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

I The fee prescribed by this paragraph 
I shall accompany the request for cer¬ 
tification, unless such fee is covered by 
1 an advance deposit maintained in ac¬ 
cordance with § 146.8(d) of this chapter. 

I § 146a. 13 Sodium oxacillin tablets. 

(a) Standards of identity , strength , 
\ quality, and purity. Sodium oxacillin 
tablets are tablets composed of sodium 
oxacillin, with or without one or more 
suitable and harmless buffer substances, 
diluents, binders, lubricants, colorings, 
and flavorings. The potency of each 
| tablet is not less than 250 milligrams, 
its moisture content is not more than 
b, ° Percent. Tablets not exceeding 15 


millimeters in diameter or not intended 
only for preparing solutions shall dis¬ 
integrate within 1 hour. The sodium 
oxacillin conforms to the requirements 
of §146a.l2(a). Each other substance 
used, if its name is recognized in the 
U.S.P. or N.F., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 

(b) Packaging. Unless each sodium 
oxacillin tablet is enclosed in a foil or 
plastic film and such enclosure is a tight 
container as defined by the U.S.P., ex¬ 
cept the provision that it shall be capa¬ 
ble of tight reclosure, the immediate 
container shall be a tight container as 
so defined. The immediate container 
may also contain a desiccant separated 
from the tablets by a plug of cotton or 
other like material. The composition of 
the immediate container, or of the foil 
or film enclosure, shall be such as will 
not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused that are normal and unavoidable 
in good packaging, storage, and distri¬ 
bution practice shall be disregarded. 

(c) Labeling. In addition to the label¬ 
ing requirements prescribed by §1.106 
(b) of this chapter (regulations issued 
under section 502(f) of the act), each 
package shall bear on the outside wrap¬ 
per or container and the immediate con¬ 
tainer, as hereinafter indicated, the 
following: 

(1) The statement “Expiration date 

_,” the blank being filled in 

with the date that is 12 months after 
the month during which the batch was 
certified. 

(2) If the batch contains buffer sub¬ 
stances, the name of each such substance 
used in making the batch. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch of sodium oxacillin tablets shall 
submit with his request a statement 
showing the batch mark, the number of 
tablets in such batch, the number of 
tablets of the batch packaged into dis¬ 
pensing-size containers during each 
day’s packaging operations, the batch 
mark (and unless it was previously sub¬ 
mitted) the date on which the latest 
assay of the sodium oxacillin used in 
making such batch was completed, the 
number of milligrams in each tablet, the 
quantity of each ingredient used in mak¬ 
ing the batch, the date on which the 
latest assay of the drug comprising such 
batch was completed, and a statement 
that each ingredient used in making the 
batch conforms to the requirements pre¬ 
scribed therefor, if any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(a) If the person who requests certifi¬ 
cation is the manufacturer of the batch: 
Average potency, average moisture, and, 
if required by paragraph (a) of this sec¬ 
tion, disintegration time of tablets col¬ 
lected during the time of tableting the 


batch; and, unless the tablets are pack¬ 
aged into dispensing-size containers im¬ 
mediately after they are compressed, 
average moisture of tablets collected dur¬ 
ing each day of packaging the batch. 

(b) If the person who requests certifi¬ 
cation is not the manufacturer of the 
batch: Average potency, average mois¬ 
ture, and, if required by paragraph (a) 
of this section, disintegration time of 
tablets collected during each day the tab¬ 
lets are being packaged into dispensing- 
size containers. 

(ii) The sodium oxacillin used in 
making the batch: Potency, content of 
sodium oxacillin, toxicity, moisture, pH, 
crystallinity, and identity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For potency and moisture: 

( 1 ) If the person who requests certifi¬ 
cation is the manufacturer of the batch: 
One tablet for each 5,000 tablets in the 
batch, but in no case less than 30 tab¬ 
lets, collected by taking single tablets at 
such intervals throughout the entire time 
of tableting the batch that the quantities 
tableted during the intervals are approx¬ 
imately equal; 

(2) If, after tableting, such person 
packages the batch into dispensing-size 
containers: 20 tablets collected at equal 
intervals during each day the tablets are 
being packaged, except that this sample 
is not required if the tablets are pack¬ 
aged immediately after they are com¬ 
pressed; or 

(3) If the person who requests certifi¬ 
cation is not the manufacturer of the 
batch (for the purposes of certification, 
a batch shall be that number of tablets 
filled by such person into dispensing-size 
containers during each day’s packaging 
operations): One tablet for each 5,000 
tablets, but in no case less than 30 tab¬ 
lets collected by taking single tablets at 
such intervals throughout each day of 
packaging the tablets that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(b) For disintegration time: 6 tablets. 

(ii) The sodium oxacillin used in 
making the batch: 10 packages, each 
containing not less than 300 milligrams, 
packaged in accordance with the require¬ 
ments of § 146a.l2(b). 

(iii) In case of an initial request for 
certification, each other substance used 
in making the batch: One package of 
each, containing approximately 5 grams. 

(4) The result referred to in subpara¬ 
graph (2) (ii) of this paragraph and the 
sample referred to in subparagraph (3) 
(ii) of this paragraph are not required if 
such result and sample have been pre¬ 
viously submitted. 

(e) Fees. The fees for the services 
rendered with respect to each batch of 
tablets under the regulations in this sec¬ 
tion shall be: 

(1) $0.75 for each tablet in the sam¬ 
ples submitted in accordance with para¬ 
graph (d) (3) (i) (a) (1 ) and (3) of this 
section; $3.00 for the samples submitted 
in accordance with paragraph (d) (3) (i) 
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<a) (2) and ( b ) of this section; $5.00 for 
each package in the sample submitted 
in accordance with paragraph (d) (3) (ii) 
of this section; $4.00 for each package 
in the sample submitted in accordance 
with paragraph (d) (3) (iii) of this 
section. 

(2) If the Commissioner considers 
that investigations, other than exami¬ 
nation of such tablets and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fees prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification, unless such fees 
are covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 

§ 146a. 14 Sodium oxacillin capsules. 

(a) Standards of identity, strength, 
quality, and purity. Sodium oxacillin 
capsules are capsules composed of so¬ 
dium oxacillin, with or without one or 
more buffer substances, diluents, bind¬ 
ers, lubricants, vegetable oils, colorings, 
and flavorings, enclosed in a gelatin cap¬ 
sule. The potency of each capsule is 
not less than 250 milligrams. The 
moisture content is not more than 6 per¬ 
cent. The sodium oxacillin conforms 
to the requirements of § 146a.12. Each 
other ingredient used, if its name is rec¬ 
ognized in the U.S.P. or N.F., conforms 
to the standards prescribed therefor by 
such official compendium. 

(b) Packaging; labeling; request for 
certification, samples; fees. Sodium 
oxacillin capsules conform to all require¬ 
ments and procedures prescribed for 
sodium oxacillin tablets by § 146a.l3 (b), 

(c), (d), and (e), except with respect to 
disintegration time. 

§ 146a. 15 Methicillin sodium. 

(a) Standards of identity, strength, 
quality, and purity. Methicillin sodium 
is the crystalline monohydrated sodium 
salt of 2,6-dimethoxyphenyl penicillin. 
It is so purified and dried that: 

(1) It contains not less than 815 
micrograms of the free acid of methi¬ 
cillin per milligram. 

(2) It is sterile. 

(3) It is nonpyrogenic. 

(4) It is nontoxic. 

(5) Its moisture content is not more 
than 6.0 percent. 

(6) Its pH in an aqueous solution con¬ 
taining 10 milligrams per milliliter is 
not less than 5.0 and not more than 7.5. 

(7) Its methicillin content is not less 
than 90 percent. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U.S.P., and shall 
be of such composition as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, exoept 
that minor changes so caused that are 
normal and unavoidable in good packag¬ 
ing, storage, and distribution practice 
shall be disregarded. In case it is pack¬ 
aged for dispensing, it shall be in im¬ 
mediate containers of colorless trans¬ 


parent glass. Each such container shall 
contain 1 gram. 

(c) Labeling —(1) It is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on its label or labeling, as 
hereinafter indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date_,” 

the blank being filled in with the date 
that is 24 months after the month dur¬ 
ing which the batch was certified. 

(ii) On the circular or other labeling 
within or attached to the package, a 
statement that solutions prepared from 
the drug should be stored under refrig¬ 
eration and used within 24 hours. 

(2) It is packaged solely for manu¬ 
facturing use and/or repacking. Each 
package shall bear on its outside wrapper 
or container and the immediate con¬ 
tainer, the following: 

(1) The number of micrograms of the 
free acid of methicillin per milligram, 
and the number of grams or kilograms in 
the immediate container. 

(ii) The statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription.” 

(iii) The statement “For manufactur¬ 
ing use,” “For repacking,” or “For manu¬ 
facturing use or repacking.” 

(iv) The statement “Expiration date 

-,” the blank being filled in 

with the date that is 24 months after the 
month during which the batch was 
certified. 

(d) Request J^or certification, check 
tests and assays; samples. (1) In addi¬ 
tion to complying with the requirements 
of § 146.2 of this chapter, a person who 
requests certification of a batch shall 
submit with his request a statement 
showing the batch mark, the number of 
packages of each size in the batch, the 
number of milligrams in each package, 
and (unless it was previously submitted) 
the date on which the latest assay of the 
drug comprising the batch was com¬ 
pleted. Such request shall be accompa¬ 
nied or followed by results of tests and 
assays made by him on the batch for 
potency, sterility, toxicity, pyrogens, 
moisture, pH, methicillin content, crys¬ 
tallinity, and identity. 

(2) If such batch is packaged for dis¬ 
pensing, such person shall submit with 
his request an accurately representative 
sample of the batch, consisting of the 
following: 

(i) For all tests except sterility: One 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but in 
no case less than 10 immediate con¬ 
tainers. 

(ii) For sterility testing: 10 immediate 
containers. 

Such samples shall be collected by tak¬ 
ing single immediate containers at such 
intervals through the entire time of 
packing the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(3) If such batch is packaged for re¬ 
packing or for use as an ingredient in 
the manufacture of another drug, such 


person shall submit with his returns 
accurately representative samnleTf.? 
batch, consisting of the followins- “* 
(i> For all tests except sterility : N in 
packages, each containing aLvS 
mately 300 milligrams, plus one pil 
age containing approximately 2 erT/, 
<U> For sterility testing: 10 packiS 
each^contammg approximately 3oo mini 

Each such package shall be packaged t 
accordance with the requirements 
Paragraph (b) of this section 

(e) Fees. The fees for the sente 
rendered with respect to each batch un 
der the regulations in this section shal 
be: 

(1) $5.00 for each immediate contains 
in the samples submitted in accordant 
with paragraph (d) (2) (i) and (3) (i) c 
this section; $10.00 for all container 
submitted in accordance with paragraD 
(d) (2) (ii) or (3) (ii) of this section. 

(2) If the Commissioner considers tha 

investigations other than examinatio 
of such immediate containers are neces 
sary to determine whether or not sue 
batch complies with the requirement] 
of § 146.3 of this chapter for the issu 
ance of a certificate, the cost of sue 
investigations. 


The fees prescribed by subparagraph (1 
of this paragraph shall accompany th 
request for certification, unless such fee 
are covered by an advance deposit main 
tained in accordance with § 146.8(d) o 
this chapter. 

§ 146a. 16 Phenethicillin potassium (po 
tassium a-phenoxyethyl penicillin) 

(a) Standards of identity, strength 
quality, and purity. Phenethicillin po 
tassium is the crystalline DL-a-phenoxy 
ethyl, penicillin potassium salt. It con 
tains not less than 90 percent by v/oigh 
of phenethicillin potassium. It contain! 
not less than 55 percent and not mor< 
than 75 percent of L-a-phenoxyethy 
penicillin potassium. It is so purifie< 
and dried that: 

(1) Its potency is not less than 1,321 
units per milligram. 

(2) It is nontoxic. 

(3) Its moisture content is not mor< 
than 1.5 percent. 

(4) Its pH in an aqueous solution oi 
5,000 units to 10,000 units per millilitei 
is not less than 4.0 and not more thai 


7.5. 

(b) Packaging . In all cases the imme¬ 

diate container shall be a tight con¬ 
tainer as defined by the U.S.P., and shal 
be of such composition as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limi 
therefor in applicable standards, except 
that minor changes so caused that are 
normal and unavoidable in good pack¬ 
aging, storage, and distribution practice 
shall be disregarded. n 

(c) Labeling. Each package shall 
bear on its outside wrapper or container 
and the immediate container, as herein¬ 
after indicated, the following: 

(1) The batch mark. 

(2) The number of units per mim 

gram and the number of grams in tne 
immediate container. . 

(3) The statement “Expiration claw 
_ ” the blank being filled in with tne 








frrday, December 29, 1962 

L thot is 24 months after the month 
'‘'nt Which the batch was certified, ex- 
"fthat the blank may be filled in with 
**date that is 30 months after the 
*«th during which the batch was certi- 
K the person who requests certifica- 
£“as submitted to the Commissioner 
0 f tests and assays showing that 
Saving been stored for such period 
•time such drug as prepared by him 
Lnlies with the standards prescribed 
rnaragraph (a) of this section, 
f^e statement “For use in the 
Lanufacture of nonparenteral drugs 

«j The statement “Caution: Federal 
prohibits dispensing without pre- 

"J f°Request for certification ; samples. 
i) in addition to complying with the 
inurements of § 146.2 of this chapter, 
person who requests certification of a 
^ itch shall submit with his request a 
atement showing the batch mark, the 
amber of packages of each size in the 
itch, and the date on which the latest 
5 say’of the drug comprising such batch 
as completed. Such request shall be 
ucompanied or followed by the results 
[ tests and assays made by him on the 
atch for potency, content of phenethi- 
illin potassium, content of L-a-phen- 
syethyl penicillin potassium, toxicity, 
loisture, pH, crystallinity, and identity. 
(2) Such person shall submit with his 
equest an accurately representative 
ample of the batch, consisting of 10 
wckages, each containing approximately 
00 milligrams taken from a different 
>art of such batch, packaged in accord- 
nce with the requirements of paragraph 
b) of this section. 

(e) Fees. The fee for the services 
endered with respect to each batch 
mder the regulations in this section 
hall be: 

(1) $5.00 for each immediate con- 
ainer in the sample submitted in ac- 
sordance with paragraph (d) (2) of this 
lection. 

(2) If the Commissioner considers 
ihat investigations other than examina¬ 
tion of such immediate containers are 
lecessary to determine whether or not 
iuch batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
ssuance of a certificate, the cost of such 
nvestigations. 

rhe fee prescribed by subparagraph (1) 

>f this paragraph shall accompany the 
equest for certification, unless such fee 
s covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 

146a,17 Phenefhicillin potassium (po¬ 
tassium a-phenoxyethyl penicillin) 
tablets. 

f a) StaTidards of identity , strength , 
polity, and purity . Phenethicillin po¬ 
tassium tablets are tablets composed of 
Phenethicillin potassium, with or with¬ 
out one or more suitable and harmless 
Puffer substances, diluents, binders, lu- 
bncants, colorings, and flavorings, and 
with or without one or more suitable 
analgesic substances, antihistaminics, 
a na vasoconstrictors. The potency of 
®ach tablet is not less than 50,000 units, 
an Q if it is less than 100,000 units it is 
No. 251— pt. n- 12 
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unscored. Its moisture content is not 
more than 1.5 percent unless the person 
who requests certification has submitted 
to the Commissioner information ade¬ 
quate to prove that his drug is stable 
when it has a moisture content exceeding 
this amount. In no case shall its mois¬ 
ture content exceed 2.0 percent. Tablets 
not exceeding 15 millimeters in diameter 
or not intended only for preparing solu¬ 
tions shall disintegrate within 1 hour. 
The phenethicillin potassium conforms 
to the requirements of § 146a.16(a). 
Each other substance used, if its name is 
recognized in the U.S.P. or N.F., con¬ 
forms to the standards prescribed by 
such official compendium. 

(b) Packaging. Unless each phen¬ 

ethicillin potassium tablet is enclosed in 
a foil or plastic film and such enclosure 
is a tight container as defined by the 
U.S.P., except the provision that it shall 
be capable of tight reclosure, the im¬ 
mediate container shall be a tight con¬ 
tainer as so defined. The immediate 
container may also contain a desiccant 
separated from the tablets by a plug of 
cotton or other like material. The com¬ 
position of the immediate container, or 
of the foil or film enclosure, shall be such 
as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in appli¬ 
cable standards, except that minor 
changes so caused that are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. \ 

(c) Labeling. In addition to the label¬ 
ing requirements prescribed by § 1.106(b) 
of this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on its label or labeling, as 
hereinafter indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) If the batch contains buffer sub¬ 
stances, the name of each such sub¬ 
stance. 

(ii) The statement “Expiration date 

_” the blank being filled in 

with the date that is 12 months after the 
month during which the batch was cer¬ 
tified, except that the blank may be filled 
in with the date that is 18 months, 24 
months, 30 months, or 36 months after 
the month during which the batch was 
certified if the person who requests cer¬ 
tification has submitted to the Commis¬ 
sioner results of tests and assays showing 
that after having been stored for such 
period of time such drug as prepared by 
him complies with the standards pre¬ 
scribed by paragraph (a) of this section. 

(2) On the label and labeling, if it 
contains, in addition to phenethicillin 
potassium, one or more of the active 
ingredients specified in paragraph (a) of 
this section, after the name “phenethi¬ 
cillin potassium tablets,” wherever it 

appears, the words “with-,” the 

blank being filled in with the common 
or usual name of each other ingredient, 
in juxtaposition with such name. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch of phenethicillin potassium tablets 
shall submit with his request a statement 
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showing the batch mark, the number of 
tablets in such batch, the number of 
tablets of the batch packaged into dis¬ 
pensing-size containers during each 
day’s packaging operations, the number 
of units in each tablet, the date on 
which the latest assay of the drug com¬ 
prising such batch was completed, the 
date (unless submitted previously) on 
which the latest assay of the phenethi¬ 
cillin potassium used in making such 
batch was completed, the quantity of 
each ingredient used in making the 
batch, and a statement that each such 
ingredient conforms to the requirements 
prescribed therefor, if any, by this 
section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: 

(a) If the person who requests certifi¬ 
cation is the manufacturer of the batch: 
Average potency, average moisture, and, 
if required by paragraph (a) of this sec¬ 
tion, disintegration time of tablets col¬ 
lected during the time of tableting the 
batch; and, unless the tablets are pack¬ 
aged into dispensing-size containers im¬ 
mediately after they are compressed, 
average moisture of tablets collected 
during each day of packaging the batch. 

(b) If the person who requests certifi¬ 
cation is not the manufacturer of the 
batch: Average potency, average mois¬ 
ture, and, if required by paragraph (a) 
of this section, disintegration time of 
tablets collected during each day the 
tablets are being packaged into dispens¬ 
ing-size containers. 

(ii) The phenethicillin potassium used 
in making the batch: Potency, content 
of phenethicillin potassium, content of 
L-a-phenoxyethyl, penicillin potassium, 
toxicity, moisture, pH, crystallinity, and 
identity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities herein¬ 
after indicated, accurately representative 
samples of the following: 

(i) The batch: 

(a) For potency and moisture: 

( 1 ) If the person who requests certifi¬ 
cation is the manufacturer of the batch: 
One tablet for each 5,000 tablets in the 
batch, but in no case less than 30 tablets 
collected by taking single tablets at such 
intervals throughout the entire time of 
tableting the batch that the quantities 
tableted during the intervals are ap¬ 
proximately equal; 

(2) If, after tableting, such person 
packages the batch into dispensing-size 
containers: 20 tablets collected at equal 
intervals during each day the tablets are 
being packaged, except that this sample 
is not required if the tablets are pack¬ 
aged immediately after they are com¬ 
pressed; or 

(3) If the person who requests certifi¬ 
cation is not the manufacturer of the 
batch (for the purposes of certification, 
a batch shall be that number of tablets 
filled by such person into dispensing-size 










13090 


RULES AND REGULATIONS 


containers during each day’s packaging 
operations): One tablet for each 5,000 
tablets, but in no case less than 30 tablets 
collected by taking single tablets at such 
intervals throughout each day of pack¬ 
aging the tablets that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(b) For disintegration time: 6 tablets. 

(ii) The phenethicillin potassium used 
in making the batch: 10 packages, each 
containing not less than 300 milligrams, 
packaged in accordance with the require¬ 
ments of § 146a.16(b). 

(iii) In case of an initial request for 
certification, each other substance used 
in making the batch: One package of 
each, containing approximately 5 grams. 

( 4 ) The result referred to in subpara¬ 
graph (2) (ii) of this paragraph and the 
sample referred to in subparagraph (3) 
(ii) of this paragraph are not required if 
such result and sample have been previ¬ 
ously submitted. 

(e) Fees. The fees for the services 
rendered with respect to each batch of 
phenethicillin potassium under the regu¬ 
lations in this section shall be: 

(1) $0.75 for each tablet in the sam¬ 
ples submitted in accordance with para¬ 
graph (d) (3) (i) (a) a> and (3) of this 
section; $3.00 for the sample submitted 
in accordance with paragraph (d) (3) (i) 
(a) (2) and (b) of this section; $5.00 
for each package in the sample sub¬ 
mitted in accordance with paragraph 
(d) (3) (ii) of this section; $4.00 for each 
package in the sample submitted in ac¬ 
cordance with paragraph (d)(3) (iii) of 
this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such tablets and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fees prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification, unless such fees 
are covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 

§ 146a. 18 Phenethicillin potassium (po¬ 
tassium a-phenoxyethyl penicillin) 
for oral solution. 

(a) Standards of identity , strength , 
quality , and purity . Phenethicillin po¬ 
tassium for oral solution is a mixture of 
phenethicillin potassium, with or without 
one or more suitable and harmless col¬ 
orings, flavorings, buffer substances, and 
preservatives, and with or without 
one or more suitable analgesic sub¬ 
stances, antihistaminics, and vasocon¬ 
strictors. Its moisture content is not 
more than 1.0 percent. The phenethi¬ 
cillin potassium used conforms to the 
requirements of §146a.l6(a). Each 
other substance used, if its name is rec¬ 
ognized in the U.S.P. or N.F., conforms 
to the standards prescribed therefor by 
such official compendium. 

(b) Packaging. In all cases the im¬ 
mediate container of phenethicillin po¬ 
tassium for oral solution shall be a tight 
container as defined by the U.S.P. The 


composition of the immediate container 
shall be such as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limits there¬ 
for in applicable standards, except that 
minor changes so caused that are normal 
and unavoidable in good packaging, stor¬ 
age, and distribution practice shall be 
disregarded. 

(c) Labeling. In addition to the 
labeling requirements prescribed by 
§ 1.106(b) of this chapter (regulations 
issued under section 502(f) of the act), 
each package shall bear on its label or 
labeling, as hereinafter indicated, the 
following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) If the batch contains buffer sub¬ 
stances, the name of each such 
substance. 

(ii) The statement “Expiration date 

-,” the blank being filled in 

with the date that is 12 months after the 
month during which the batch was cer¬ 
tified, except that the blank may be 
filled in with the date that is 18 months, 
24 months, or 30 months after the month 
during which the batch was certified if 
the person who requests certification has 
submitted to the Commissioner results 
of tests and assays showing that after 
having been stored for such period of 
time such drug as prepared by him com¬ 
plies with the standards prescribed by 
paragraph (a) of this section. 

(2) On the label and labeling, if it 
contains, in addition to phenethicillin 
potassium, one or more of the active in¬ 
gredients specified in paragraph (a) of 
this section, after the name “phenethi¬ 
cillin potassium for oral solution,” 
wherever it appears, the words “with 

-,” the blank being filled in 

with the common or usual name of each 
other ingredient, in juxtaposition with 
such name. 

(d) (1) Request for certification; sam¬ 
ples. In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch of phenethicillin potassium for 
oral solution shall submit with his re¬ 
quest a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark, and 
(unless it was previously submitted) the 
date on which the latest assay of the 
phenethicillin potassium used in making 
such batch was completed, the number 
of units in each immediate container, the 
quantity of each ingredient used in mak¬ 
ing the batch, the date on which the 
latest assay of the drug comprising such 
batch was completed, and a statement 
that each ingredient used in making the 
batch conforms to the requirements pre¬ 
scribed therefor, if any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: Potency and moisture. 

(ii) The phenethicillin potassium used 
in making the batch: Potency, content of 
phenethicillin potassium, content of 


L-o-phenoxyethyl, penicillin po tas J 
identity’ m01StUre - pH - crystaUini^ 1 " 


(3) Except as otherwise provirt., 
■subparagraph (4) of this paras™ 
such person shall submit in connecd 
with his request, in the quantities hd 
inafter indicated, accurately reore^ 
tive samples of the following- q 

(i) The batch: One immediate 
tainer for each 5,000 immediate « 
tainers in the batch, but in no case 1 
than 5 immediate containers collected! 
taking single immediate containers! 
such intervals throughout the entire t 
of packaging the batch that the quar 
ties packaged during the intervals i 
approximately equal. 

(ii) The phenethicillin potassium i 
in making the batch: 10 packages cd 
taining not less than 300 milligraf 
packaged in accordance with the requ 
ments of § 146a.l6(b). 

(iii) In the case of an initial requl 

for certification, each other substa 
used in making the batch: One pack* 
of each containing approximately! 
grams. 1 

(4) The result referred to in subpai 
graph (2) (ii) of this paragraph and! 
sample referred to in subparagraph ( 

(ii) of this paragraph are not requ1 
if such result and sample have been j 
viously submitted. 

(e) Fees. The fees for the servil 
rendered with respect to each batch! 
phenethicillin potassium for oral ; 
pension under the regulations in 
section shall be: 

(1) $4.00 for each immediate coj 
tainer in the samples submitted in i 
cordance with paragraph (d) (3) (i) a. 

(iii) of this section: $5.00 for each pad 
age of the sample submitted in accord 
ance with paragraph (d) (3) (ii) of til 
section. 

(2) If the Commissioner considj 
that investigations, other than exami 
tion of such immediate containers, 
necessary to determine whether or : 
such batch complies with the requi 
ments of § 146.3 of this chapter for t 
issuance of a certificate, the cost of s 
investigations. 


The fees prescribed by subparagraph (J 
of this paragraph shall accompany t 
request for certification unless such fe 
are covered by an advance deposit mail 
tained in accordance with § 146.8 of th 
chapter. 


§ 146a.19 Benzathine penicillin V f< 
aqueous injection veterinary. 


(a) Standards of identity, strengi 
quality, and purity. Benzathine pen 
cillin V for aqueous injection is a di 
mixture of benzathine penicillin V ai 
one or more suitable and harmless sin 
pending or dispersing agents and withi 
without one or more suitable and harn 
less preservatives, buffer substances, an 
local anesthetics; or it is an aqueoi 
suspension of benzathine penicillin Van 
one or more suitable and harmless sin 
pending or dispersing agents, buffer sut 
stances, and preservatives, and with < 
without one or more suitable and harn: 
less local anesthetics. It is so purrne 
that: 
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m tf it is an aqueous suspension of the 
1 pach container or each milliliter 
^contain not less than 300,000 units. 

!) It is sterile. 

1(3) It is nonpyrogenic. 

E nft^the dry mixture of the drug, 

1 moisture content is not more than 8 

.Jfrfcs' dH in saturated solution is not 
B than 5-0 and not more than 7.5. 

P benzathine penicillin V used con- 
is tHhe requirements of § 146a.l05 
i Each other substance used, if its 
me is recognized in the U.S.P. or N.F., 
informs to the standards prescribed 
Mor by such official compendium. 

1(b) Packaging. In all cases the imme- 
kte containers shall be tight containers 
I defined by the U.S.P., shall be sterile 
the time of filling and closing, shall be 
sealed that the contents cannot be 
led without destroying such seal, and 
[all be of such composition as will not 
[use any change in the strength, quality 
[purity of the contents beyond any 
L t therefor in applicable standards, 
kept that minor changes so caused that 
L normal and unavoidable in good 
[ckaging, storage, and distribution 
[actice shall be disregarded. In case it 
packaged for dispensing, it shall be in 
hmediate containers of transparent 
Ess, closed by a substance through 
plch a hypodermic needle may be in¬ 
duced and withdrawn without re¬ 
aving the closure or destroying its ef- 
ictiveness. Each such container shall 
jntain not less than 3,000,000 units and 
ich may be packaged in combination 
ith a container of a suitable aqueous 
fluent. 

(c) Labeling. In . addition to the 
foeling requirements prescribed by 
1.106(c) of this chapter (regulations 
sued under section 502(f) of the act), 
tch package shall bear, on its label or 
beling, as hereinafter indicated, the 
Mowing: 

(I) On the outside wrapper or con- 
iner and the immediate container: 

(1) The statement “Expiration date 

-” the blank being filled in, if 

is a dry mixture of the drug, with the 
.te that is 24 months, or if it is the 
ueous suspension of the drug, with the 
-te that is 12 months, after the month 
[ring which the batch was certified. 

(ii) The statement “For veterinary 
e only.” 

(iii) The statement “ Warning —Not 
r use in animals producing milk, 
ice this use will result in contamina- 
mof the milk. 

(2) On the outside wrapper or con¬ 
fer, if it is the aqueous suspension of 
e drug, the statement “Store in re- 
orator not above 15° C. (59° F.)" or 
tore below 15° C. (59° F.)unless the 
rson who requests certification has 
emitted to the Commissioner results of 
ts and assays showing that such drug 
prepared by him complies with the 
mdards prescribed in paragraph (a) 
this section after having been stored 
room temperature. 

(J) On a circular or other labeling 
thin or attached to the package of the 
P mixture of the drug, the conditions 
aer which a suspension made from 


such drug should be stored, and the 
statement “Sterile suspension may be 
kept at room temperature for 1 week, or 
in refrigerator for 3 weeks, without sig¬ 
nificant loss of potency/' 

(d) Request for certification; samples . 
(1) 'In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch of benzathine penicillin V for 
aqueous injection veterinary shall sub¬ 
mit with his request a statement showing 
the batch mark, the number of packages 
of each size in such batch, the batch 
mark and (unless it was previously sub¬ 
mitted) the date on which the latest 
assay of the benzathine penicillin V used 
in making such batch was completed, the 
number of units in each of such pack¬ 
ages, the quantity of each ingredient 
used in making the batch, the date on 
which the latest assay of the drug com¬ 
prising such batch was completed, and 
a statement that each ingredient used in 
making the batch conforms to the re¬ 
quirements prescribed therefor, if any, 
by this section. If such batch, or any 
part thereof, is to be packaged with a 
solvent, such request shall also be accom¬ 
panied by a statement that such solvent 
conforms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (5) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following: 

(i) The batch: Potency, sterility, 
moisture (unless it is an aqueous sus¬ 
pension of the drug), pyrogens, toxicity, 
pH. 

(ii) The benzathine penicillin V used 
in making the batch: Potency, penicillin 
V content, crystallinity. 

(3) Except as otherwise provided by 
subparagraph (5) of this paragraph, if 
such batch is packaged for dispensing, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility: One 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but 
in no case less than 10 immediate 
containers. 

(b) For sterility testing: 10 immediate 
containers. 

Such samples shall be collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The benzathine penicillin V used 
in making the batch: Three packages 
containing approximately equal portions 
of not less than 500 milligrams each, 
packaged in accordance with the require¬ 
ments of § 146a. 105(b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, containing approximately 5 grams. 

(iv) In case of an initial request for 
the certification of a batch of benzathine 
penicillin V for aqueous injection that is 
to be packaged in combination with an 
aqueous diluent that is not recognized 


by the U.S.P., or when any change is 
made in the composition of such diluent: 

5 packages of the diluent included in the 
combination. 

(4) If such batch is packaged for re¬ 
packing, such person shall submit with 
his request a sample consisting of the 
following: 

(i) For all tests except sterility: 10 
packages. 

(ii) For sterility testing: 10 packages. 

Each such package shall contain not less 
than approximately 300 milligrams taken 
from different parts of such batch, and 
each shall be packaged in accordance 
with the requirements of paragraph (b) 
of this section. 

(5) The result referred to in subpara¬ 
graph (2) (ii) of this paragraph and the 
sample referred to in subparagraph 

(3) (ii) of this paragraph are not re¬ 
quired if such result or sample has been 
previously submitted. 

(e) Fees. The fees for the services 
rendered with respect to each batch 
under the regulations in this section 
shall be: 

(1) $4.00 for each immediate contain¬ 
er in the samples submitted in accord¬ 
ance with paragraph (d) (3) (i) (a) , (ii), 

(iii), (iv), and (4) (i) of this section; 
$10.00 for all containers submitted in ac¬ 
cordance with paragraph (d) (3) (i) (b) 
and (4) (ii) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fees prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fees 
are covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 

§ 146a.20 Penicillin-streptomycin-baci¬ 
tracin methylene disalicylate-neomy¬ 
cin ointment; penicillin-dihydro- 

streptomycin-bacitracin methylene 
disalicylate-neomycin ointment. 

Penicillin - streptomycin - bacitracin 
methylene disalicylate-neomycin oint¬ 
ment and penicillin-dihydrostreptomy- 
cin-bacitracin methylene disalicylate- 
neomycin ointment conform to all re¬ 
quirements prescribed by § 146a.70 
for penicillin-streptomycin-bacitracin 
methylene disalicylate ointment and 
penicillin - dihydrostreptomycin - baci¬ 
tracin methylene disalicylate ointment, 
except that: 

(a) Each dose, as recommended in its 
labeling, shall contain the equivalent of 
not less than 2,000 units of bacitracin 
and not less than 100 milligrams of neo¬ 
mycin. The neomycin used conforms to 
the standards prescribed by § 146e.410(a) 
of this chapter, except the standard for 
toxicity. 

(b) In addition to complying with the 
requirements of § 146a.70(a) (3), a per¬ 
son who requests certification of a batch 
shall submit with his request a state¬ 
ment showing the batch marks and (un¬ 
less it was previously submitted) the 
results and date of the latest tests and 






13092 


RULES AND REGULATIONS 


assays of the neomycin used in making 
the batch for potency, moisture, and pH. 
He shall also submit in connection with 
his request (unless it was previously sub¬ 
mitted) a sample consisting of 5 pack¬ 
ages of the neomycin used in making the 
ointment, containing approximately 
equal portions of 0.5 gram each. 

(c) The fees for the services rendered 
with respect to the sample submitted in 
accordance with paragraph (b) of this 
section shall be $4.00 for each immediate 
container of the neomycin used in mak¬ 
ing the ointment. 

§ 146a. 21 Capsules penicillin-tetracy¬ 

cline phosphate complex-novobiocin, 
nystatin veterinary. 

(a) Standards of identity, strength, 
quality, and purity . Capsules penicillin- 
tetracycline phosphate complex-novo¬ 
biocin-nystatin veterinary are crystal¬ 
line potassium penicillin G, tetracycline 
phosphate complex, monosodium novo¬ 
biocin, and nystatin, with or without one 
or more suitable and harmless buffer 
substances, lubricants, colorings, and 
flavorings, enclosed in a suitable and 
harmless gelatin capsule. Each capsule 
contains 100,000 units of penicillin, the 
equivalent of 50 milligrams of tetracy¬ 
cline hydrochloride as the phosphate 
complex, 50 milligrams of novobiocin, 
and 50,000 units of nystatin. The mois¬ 
ture content is not more than 8 percent. 
The crystalline penicillin G potassium 
used conforms to the requirements of 
§ 146a.24(a), except § 146a.24(a) (2) and 
(4). The tetracycline phosphate com¬ 
plex used conforms to the requirements 
of § 146c.232(a) of this chapter. The 
crystalline monosodium used conforms 
to the standards prescribed by § 146a.53 

(a). The nystatin used conforms to the 
standards prescribed by § 146c.224(a) of 
this chapter. Each other ingredient 
used, if its name is recognized in the 
U.S.P. or N.F., conforms to the standards 
prescribed therefor by such official 
compendium. 

(b) Packaging . In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P. and 
shall be of such composition that they 
will not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused that are normal and unavoidable 
in good packaging, storage, and distribu¬ 
tion practice shall be disregarded. 

(c) Labeling. Each package shall 
bear on its label or labeling, as herein¬ 
after indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(i) The batch mark. 

(ii) The number of units of penicillin, 
the number of milligrams of tetracycline 
phosphate complex expressed in its 
equivalency of tetracycline hydrochlo¬ 
ride, the number of milligrams of novo¬ 
biocin, and the number of units of 
nystatin in each capsule of the batch. 

(iii) The name of each buffer sub¬ 
stance used in making the batch. 

(iv) The statement “Expiration date 

-,” the blank being filled in 

with the date that is 18 months after 
the month during which the batch was 
certified. 


(v) The statement, “For oral veter¬ 
inary use only in the treatment of 
susceptible bacterial infections in dogs 
and cats.” 

(2) On a circular or other labeling 
within or attached to the package, ade¬ 
quate directions and warnings for the 
veterinary use of such drug by the laity. 
Such circular or other labeling may also 
bear a statement that a brochure or other 
printed matter containing information 
for other veterinary use of such drug 
by a veterinarian licensed by law to 
administer it will be sent to such veter¬ 
inarian on request. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark; the 
number of capsules in such batch; the 
number of capsules of the batch pack¬ 
aged into dispensing-size containers dur¬ 
ing each day’s packaging operations; the 
batch marks and (unless submitted pre¬ 
viously) the dates on which the latest 
assays of the penicillin, tetracycline 
phosphate complex, novobiocin, and 
nystatin used in making such batch were 
completed; the quantity of each in¬ 
gredient used in making the batch; the 
date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted; and a statement that each other 
ingredient used conforms to the require¬ 
ments prescribed therefor by this 
section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: 

(a) If the person who requests cer¬ 
tification is the manufacturer of the 
batch: Average potency and average 
moisture of capsules collected during 
the time of capsuling the batch, and, 
unless the capsules are packaged into 
dispensing-size containers immediately 
after they are capsuled, average moisture 
of capsules collected during each day of 
packaging the batch. 

(b) If the person who requests cer¬ 
tification is not the manufacturer of the 
batch: Average potency and average 
moisture of capsules collected during 
each day the capsules are being packaged 
into dispensing-size containers. 

(ii) The penicillin used in making the 
batch: Potency, toxicity, moisture, pH, 
crystallinity, and heat stability. 

(iii) The tetracycline phosphate com¬ 
plex used in making the batch: Potency, 
toxicity, moisture, pH, crystallinity, ab¬ 
sorptivity, and identity. 

(iv) The novobiocin used in making 
the batch: Potency, toxicity, pH, mois¬ 
ture, and crystallinity. 

(v) The nystatin used in making the 
batch: Potency, toxicity, pH, moisture, 
and identity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request accurately representa¬ 
tive samples of the following: 


(i) The batch: 

(a) If the person who requests rd 
tification is the manufacturer of i 
batch: One capsule for each 5 000 pa? 
sules in the batch, but in no case S 
than 30 capsules collected by taktf 
single capsules at such intervals throuA t 
out the entire time of capsuling the batl 



that the quantities capsuled during tl 
intervals are approximately - m 
(b) If, after capsuling, 


equal; V 


*°> LI > ai ^er capsuling, such persfl 
packages the batch into dispensing-qj 
containers: 20 capsules collected at 


) capsules collected at eauB 
intervals during each day the capsi 
are being packaged, except that tl 
sample is not required if the capsi 
are packaged immediately after they 
capsuled; or 

(c) If the person who requests c< 
tification is not the manufacturer 
the batch (for the purposes of certify 
tion, a batch shall be that number 
capsules filled by such person into 
pensing-size containers during ei 
day’s packaging operations): One caj 
sule for each 5,000 capsules, but in 
case less than 30 capsules collected 
taking single capsules at such intervi 
throughout each day of packaging tlfl 
capsules that the quantities packai 
during the intervals are approximate! 
equal. 

(ii) The penicillin used in making tf 
batch: 10 packages, each contair 
approximately equal portions of not 1< 
than 60 milligrams, packaged in 
cordance with the requirements 
§ 146a.24 (b). 

(iii) The tetracycline phosphate coi 
plex used in making the batch: 10 pa< 
ages, each containing approximate) 
equal portions of not less than 60 mi] 
grams, plus one package containing aj 
proximately 1 gram. Each such packai 
shall be packaged in accordance with tl 
requirements of § 146c.232 (b) of tl 
chapter. 

(iv) The novobiocin used in makii 
the batch: 10 packages, each containii 
approximately equal portions of not 1< 
than 300 milligrams. 

(v) The nystatin used in making til 
batch: 10 packages, each containim 
approximately equal portions of not lej 
than 300 milligrams. 

(vi) In case of an initial request f( 
certification, each other ingredient us( 
in making the batch: One package 
each, containing approximately 5 grai 

(4) The results referred to in i 
paragraph (2) (ii), (iii), (iv), and 
of this paragraph and the samplf 
referred to in subparagraph (3) 

(iii), (iv), and (v) of this paragra] 
are not required if such results or sampli 
have been previously submitted. 

(e) Fees. The fees for the servii 
rendered with respect to each batch 
der the regulations in this section s 
be: 

(1) $1.50 for each capsule in the si 
pies submitted in accordance with p* 
graph (d) (3) (i) (a) and (c) of tl 
section; $3.00 for the sample submit! 
in accordance with paragraph (d) (3) (jj 
(b) of this section; $4.00 for each 1 
mediate container in the samples sul 
mitted in accordance with paragrar 

(d)(3) (ii), (iii), (iv), (v), and (vi) 
this section. 
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( 2 ) If the Commissioner considers 
.. t investigations other than examina- 
r “ K. 0 f such immediate containers are 
f necessary to determine whether or not 
I Sh batch complies with the require- 
I meats of § 146.3 of this chapter for the 
i Ssuance of a certificate, the cost of such 
I ^estimations. 

le fees prescribed by subparagraph (1) 

I of this paragraph shall accompany the 
n MUes t for certification unless such fees 
se L covered by an advance deposit main- 
il tained in accordance with § 146.8 (d) of 
* this chapter. 

146a.22 Penicillin - streptomycin - neo¬ 
mycin-polymyxin ointment; penicil¬ 
lin -dihydrostreptomycin - neomycin- 
polymyxin ointment. 

Penicillin - streptomycin - neomycin- 
ilymyxin ointment and penicillin-di- 
ydrostreptomycin-neomycin-polymyxin 
[intment conform to all requirements 
ind are subject to all procedures pre- 
jcribed by § 146a.89 for penicillin-strep¬ 
tomycin -neomycin ointment and peni¬ 
cillin - dihydrostreptomycin - neomycin 
ilntment, except that: 

(a) They may contain diethylamino- 
*hyi ester penicillin G hydriodide. The 

■diethylaminoethyl ester penicillin G hy- 
I driodide used conforms to the require¬ 
ments prescribed by § 146a.74 (a), except 
146a.74 (a) (2), (3) and (4). 

(b) They contain not less than 25,000 
| units of polymyxin B per single-dose 

container. The polymyxin B used con¬ 
forms to the requirements prescribed for 
polymyxin B by § 146b.107 (a) of this 
chapter, except the standard for toxicity. 

(c) [Reserved.] 

(d) In addition to complying with the 
requirements of § 146a.89 (c), a person 
who requests certification of a batch 
shall submit with his request a state¬ 
ment showing the number of units of 
polymyxin in each gram of the batch, 
the batch mark, and (unless it was pre¬ 
viously submitted) the results and the 
date of the latest tests and assays of 
the polymyxin B used in making the 
batch for potency. He shall also submit 
In connection with his request (unless it 
was previously submitted) a sample con¬ 
sisting of 5 packages containing approxi¬ 
mately equal portions of not less than 0.5 
gram each of the polymyxin used in 
making the batch. 

(e) The fee for the services rendered 
with respect to the sample submitted in 
accordance with paragraph (d) of this 
section shall be $4.00 for each immedi¬ 
ate container of the polymyxin used in 
making the batch. 

146a.23 Penicillin - streptomycin - ery¬ 
thromycin ointment; penicillin-dihy- 
drostreptomycin-erythromycin oint¬ 
ment. 

Penicillin - streptomycin-erythromycin 
ointment and penicillin-dihydrostrepto- 
mycin-erythromycin ointment conform 
to all requirements and are subject to all 
Procedures prescribed by § 146a.54 for 
Penicillin-streptomycin ointment and 
Penicillin-dihydrostreptomycin oint¬ 
ment, except that: 

(a) They contain not less than 8.0 
milligrams of erythromycin per gram. 
T ne erythromycin used conforms to the 


standards prescribed by § 146b.l21 (a) of 
this chapter. 

(b) In addition to complying with the 
requirements of §146a.54(c), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the number of milligrams of 
erythromycin in each gram of the batch, 
the batch mark, and (unless they were 
previously submitted), the results and 
the date of the latest tests and assays 
of the erythromycin used in making the 
batch for potency, moisture, pH, and 
color-identity test. He shall also sub¬ 
mit in connection with his request a 
sample consisting of not less than 7 im¬ 
mediate containers of the batch and 
(unless it was previously submitted) a 
sample consisting of 5 packages con¬ 
taining approximately equal portions of 
not less than 0.5 gram each of the eryth¬ 
romycin used in making the batch. 

(c) The fees for the services rendered 
with respect to the samples submitted 
in accordance with paragraph (b) of this 
section shall be: 

(1) $6.00 for each immediate contain¬ 
er of the ointment; 

(2) $4.00 for each immediate contain¬ 
er of erythromycin used in making the 
ointment. 

§ 146a.24 Sodium penicillin (penicillin 
sodium, penicillin sodium salt), cal¬ 
cium penicillin (penicillin calcium, 
penicillin calcium salt), crystalline 
penicillin (crystalline penicillin so¬ 
dium, crystalline penicillin sodium 
salt, crystalline penicillin potassium, 
crystalline penicillin potassium salt, 
crystalline penicillin G sodium, crys¬ 
talline penicillin G sodium salt, crys¬ 
talline penicillin G potassium, crys¬ 
talline penicillin G potassium salt, 
crystalline penicillin O sodium, crys¬ 
talline penicillin O sodium salt, crys¬ 
talline penicillin O potassium, crys¬ 
talline penicillin O potassium salt). 

(a) Standards of identity, strength, 
quality, and purity . Sodium penicillin 
is the sodium salt of a kind of peni¬ 
cillin, or a mixture of two or more such 
salts; calcium penicillin is the calcium 
salt of a kind of penicillin, or a mix¬ 
ture of two or more such salts; crystal¬ 
line penicillin is {he heat-stable crystal¬ 
line sodium or potassium salt of one or 
more kinds of penicillin, but the quantity 
of any salt of penicillin K therein is not 
more than 30 percent; crystalline pen¬ 
icillin G is crystalline penicillin which 
contains not less than 85 percent by 
weight of the sodium salt or potassium 
salt of penicillin G; crystalline pen¬ 
icillin O is crystalline penicillin which 
contains not less than 85 percent by 
weight of the sodium salt or potassium 
salt of penicillin O and it contains 
not more than 0.5 percent by weight of 
the sodium salt or potassium salt of 
penicillin G. Each such drug is so puri¬ 
fied and dried that: 

(1) Its potency is not less than 500 
units per milligram, except that if it con¬ 
tains not less than 90 percent of a salt of 
penicillin X its potency is not less than 
350 units per milligram; 

(2) It is sterile; 

(3) It is nontoxic; 

(4) It is nonpyrogenic; 


(5) Its moisture content is not more 
than 2.5 percent unless it is crystalline 
penicillin in which case its moisture con¬ 
tent is not more than 1.5 percent; 

(6) Its pH in aqueous solution of 30 
milligrams per milliliter is not less than 
5.0 and not more than 7.5. 

(b) Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition 
as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. In case it is packaged for dis¬ 
pensing, it shall be in immediate con¬ 
tainers of colorless transparent glass, 
closed by a substance through which a 
hypodermic needle may be introduced 
and withdrawn without removing the 
closure or destroying its effectiveness; 
each such container shall contain 100,000 
units, 200,000 units, 300,000 units, 500,000 
units, 1,000,000 units, 2,000,000 units, 
3,000,000 units, 4,000,000 units, or 5,000,- 
000 units, except that when packaged 
and labeled solely for dental use each 
such container may contain not less than 
10,000 units and except that when pack¬ 
aged and labeled for intravenous infu¬ 
sion only each such container may con¬ 
tain 20,000,000 units, and each may be 
packaged in combination with a con¬ 
tainer of the solvent, water for injection 
U.S.P., dextrose injection 5 percent 
U.S.P. (if not packaged for dental use), 
sodium chloride solution U.S.P. or an 
aqueous solution of a suitable local 
anesthetic. 

(c) Labeling —(1) It is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on its label or labeling, as 
hereinafter indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date-the 

blank being filled in with the date that is 
18 months, or if it is crystalline penicil¬ 
lin, 36 months, after the month during 
which the batch was certified. 

(ii) On the immediate container, the 
statement “Sterile solution may be kept 
in refrigerator for __ days without signi¬ 
ficant loss of potency,” the blank being 
filled in with the figure “3” if it is crystal¬ 
line penicillin or with the figure “7” if it 
is not crystalline penicillin, unless such 
information is contained in the labeling 
within the package from which it is 
dispensed. 

(iii) On the outside wrapper or con¬ 
tainer, if it is not crystalline penicillin, 
the statement “Store in refrigerator not 
above 15° C. (59° F.).” 

(2) It is packaged for dispensing and 
it is intended solely for veterinary use. 
Its label and labeling shall comply with 
all the requirements prescribed by sub- 
paragraph (1) of this paragraph, except 









13094 


RULES AND REGULATIONS 


that in lieu of the statement “Caution: 
Federal law prohibits dispensing without 
prescription,” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(3) It is packaged solely for manu¬ 
facturing use and/or repacking. Each 
package shall bear on its outside wrapper 
or container and the immediate con¬ 
tainer the following: 

(1) The number of units of penicillin 
per milligram or per gram and the num¬ 
ber of grams or kilograms in the im¬ 
mediate container. 

<ii) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 

(iii) The statement “For manufactur¬ 
ing use,” “For repacking,” or “For man¬ 
ufacturing use or repacking.” 

(iv) The information required by sub- 
paragraph (1) (i) and (iii) of this para¬ 
graph. 

(d) Request for certification , check 
tests and assays; samples . (1) In addi¬ 

tion to complying with the requirements 
of § 146.2 of this chapter, a person who 
requests certification of a batch shall 
submit with his request a statement 
showing the batch mark, the number of 
packages of each size in the batch, the 
number of units in each package, and 
(unless it was previously submitted) the 
date on which the latest assay of the 
drug comprising the batch was com¬ 
pleted. Such request shall be accom¬ 
panied or followed by the results of tests 
and assays made by him on the batch 
for potency, sterility, toxicity, pyrogens, 
moisture, pH, penicillin K content (un¬ 
less it is crystalline penicillin G or crys¬ 
talline penicillin O), crystallinity and 
heat stability if it is crystalline penicil¬ 
lin, the penicillin G content if it is crys¬ 
talline penicillin G or crystalline penicil¬ 
lin O, and the penicillin O content if it 
is crystalline penicillin O. If such batch 
or any part thereof is to be packaged 
with a solvent such request shall also be 
acompanied by a statement that such 
solvent conforms to the requirements 
prescribed therefor by this section. 

(2) If such batch is packaged for dis¬ 
pensing, such person shall submit with 
his request a sample consisting of 10 im¬ 
mediate containers for sterility testing 
and, for all tests except sterility, one 
immediate container for each 5,000 im¬ 
mediate containers in the batch but in 
no case less than the following quantities 
(excluding the 10 containers submitted 
for sterility): 

(i) If it is not crystalline penicillin, 
not less than 6 immediate containers: 

(ii) If it is crystalline penicillin, other 
than crystalline penicillin G or crystal¬ 
line penicillin O, not less than 8 imme¬ 
diate containers; 

(iii) If it is crystalline penicillin G or 
crystalline penicillin O, not less than 10 
immediate containers; or 


(iv) If it is packaged in containers 
of less than 100,000 units each for dental 
use, not less than 20 immediate contain¬ 
ers if it is not crystalline penicillin, and 
not less than 40 immediate containers 
if it is crystalline penicillin. 


1 
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Such sample shall be collected by taking 
single immediate containers before or 
after labeling, at such intervals through¬ 
out the entire time of packaging the 
batch that the quantities packaged dur¬ 
ing the intervals are approximately 
equal. 

(3) If such batch is packaged for re¬ 
packing or for use in the manufacture 
of another drug, such person shall sub¬ 
mit with his request an accurately 
representative sample of the batch, con¬ 
sisting of the following: 

(i) For all tests except sterility; 6 
packages, or in the case of crystalline 
penicillin 10 packages, containing ap¬ 
proximately equal portions of not less 
than 60 milligrams each. 

(ii) For sterility testing; 10 packages, 
each containing approximately 300 
milligrams. 


the request for certification 
such fee is covered by an a™ 
deposit maintained in accordance 
§ 146.8 (d) of this chapter. Wi1 

(f) Exemption of crystalline venin 
lin G from certification. Crystalli? 
penicillin G sodium, crystalline penicili 
G sodium salt, crystalline penicillin' 
potassium, crystalline penicillin G tv 
tassium salt, shall be exempt from t 
requirements of sections 502 (1) and 5( 
of the act. No provision of any regulj 
tion in this part shall apply to suchdn 
except the standards of identit 
strength, quality, and purity specific 
for its use in the manufacture of anoth( 
drug. 


Each such portion shall be taken from 
a different part of such batch, and each 
shall be packaged in accordance with the 
requirements of paragraph (b) of this 
section. 

(4) In connection with contemplated 
requests for certification of repacked 
batches or batches of another drug in 
the manufacture of which it is to be used, 
the manufacturer of a batch which is 
to be so repacked or used may request 
the Commissioner to make check tests 
and assays on a sample of such batch 
taken as prescribed by subparagraph (3) 
of this paragraph. From the informa¬ 
tion required by subparagraph (1) of this 
paragraph may be omitted results of 
tests and assays not required for the 
batch when used in such other drug. 
The Commissioner shall report to such 
manufacturer results of such check tests 
and assays as are so requested. 

(e) Fees . The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (2) (i), 
(ii), and (iii), (3) (i), and (4) of this 
section; $1.00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph (d) (2) (iv) 
of this section; $10.00 for all containers 
submitted in accordance with paragraph 
(d) (3) (ii) of this section. 

(2) If the Commissioner considers that 
investigations, other than examination 
of such immediate containers, are neces¬ 
sary to determine whether or not such 
batch complies with the requirements of 
§ 146.3 of this chapter for the issuance of 
a certificate, the cost of such investiga¬ 
tions. 


§ 146a. 25 Penicillin in oil and J 
(calcium penicillin in oil and wj 
crystalline penicillin in oil and wax] 

(a) Standards of identity , strengtl 
quality , and purity . Penicillin in oil ad 
wax is a suspension of calcium penicfl 
lin or crystalline penicillin in a menj 
truum of refined peanut oil or sesame o] 
in which white wax is dispersed. I! it| 
represented to be free-flowing, not lei 
than 50 percent of the total relatii 
weight of the penicillin in the drug ci 
sists of penicillin having a particle si 
of not less than 50 microns in leni 
Its potency is 100,000 units, 200,000 unit 
or 300,000 units per milliliter except if 
is packaged and labeled solely for uddi 
instillations of cattle its potency is 2,00 
units per milliliter. The content of whit 
wax in the menstruum before the add 
tion of the penicillin is not less than 3. 
percent (w/v) if the potency is to be nc 
more than 200,000 units per millilitei 
and not less than 4.7 or more than 4. 
percent (w/v) if the potency is to b 
300,000 units per milliliter. The moi 
ture content is not more than 1.0 percei 
It is sterile. The calcium penicillin o 
crystalline penicillin used conforms 
the requirements of § 146a.24 (a), but it 
potency is not less than 750 units pe 
milligram if it is used in making a proc 
uct of not more than 200.000 units pe 
milliliter, and not less than 900 unit 
per milligram if it is used in making 
product containing 300,000 units per mi 
liliter. The peanut oil, sesame oil, an 
the white wax used conform to th 
standards prescribed therefor by th 
U. S. P. 

(b) Packaging . The immediate con 
tainer of penicillin in oil and wax shall b 
of colorless transparent glass (if pack 
aged and labeled solely for udder instills 
tions of cattle, it shall be of transparen 
glass) so closed as to be a tight containe 
as defined by the U. S. P., shall be steril 


at the time of filling and closing, shall b 
so sealed that its contents cannot be use 


without destroying such seal, and shal 


The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 


be of such composition as will not caus 
any change in the strength, quality, c 
purity of the contents beyond any li^ 
therefor in applicable standards, excepi 
that minor changes so caused which afl 


Its 


pr 


si 
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be disregarded. The quantity of 
“wuin in oil and wax in each such 
Gainer shall be not less than one mil- 
£ and not more than 20 milliliters. 
Es it is packaged for repacking or is 
X-eed and labeled solely for udder in- 
Sffii of cattle. Unless it is pack- 
S for repacking each container shall 
fflUed with a volume of penicillin in oil 
nd wax in excess of that designated, 
Zrh excess shall be sufficient to per- 
u the withdrawal and the administra- 
inn of the volume indicated whether ad¬ 
hered in either single or multiple 

°(c)' Labeling— (1) It is packaged for 
isvensing and it is intended for use by 
m In addition to the labeling require¬ 
ments prescribed by § 1.106(b) of this 
hapter (regulations issued under section 
02(f) of the act), each package shall 
ear on its label or labeling, as herein- 
ifter indicated, the following: 

|(D On the outside wrapper or con- 
ainer and the immediate container, the 

tatement “Expiration date- 

he blank being filled in, if crystalline 
»enicillin is used, with the date that is 18 
aonths, or if crystalline penicillin is not 
ised, with the date that is 12 months 
tfter the month during which the batch 
m certified. 

(ii) On the outside wrapper or con- 
ainer and the immediate container, the 
statements “Do not heat” and “Shake 
tcII” if it is represented to be free 
lowing. 

(2) It is packaged for dispensing and 
't is intended solely for veterinary use. 
Its label and labeling shall comply with 
all the requirements prescribed by sub- 
jaragraph (1) of this paragraph, except 
hat in lieu of the statement “Caution: 
’ederal law prohibits dispensing without 
description,” each package shall in- 
ilude information containing directions 
and warnings adequate for the veteri¬ 
nary use of the drug by the laity. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
;he requirements of § 146.2 of this chap- 
er, a person who requests certification 
of a batch of penicillin in oil and wax 
;hall submit with his request a statement 
ihowing the batch mark, the number of 
packages of each size in such batch, the 
batch mark and (unless it was previ- 
)usly submitted) the date on which the 
atest assay of the penicillin used in mak- 
ng such batch was completed, the num¬ 
ber of units in each of such packages, the 
quantity of each ingredient used in mak¬ 
ing the batch, the date on which the 
atest assay of the drug comprising such 
)atch was completed, and that the pea¬ 
nut oil or sesame oil and white wax used 
in making such batch conforms to the 
requirements prescribed therefor by this 
section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
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such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency, sterility, mois¬ 
ture, and if it is represented to be free- 
flowing, the particle size of the penicillin. 

(ii) The penicillin used in making the 
batch; potency, sterility, toxicity, pyro¬ 
gens, moisture, pH, penicillin K content 
(unless it is crystalline penicillin G), 
crystallinity and heat stability if it is 
crystalline penicillin, and the penicillin G 
content if it is crystalline penicillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility: One 
package for each 5,000 packages in the 
batch, but in no case less than 5 pack¬ 
ages. 

(b) For sterility testing; 10 packages. 

Such samples shall be collected by tak¬ 
ing single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The penicillin used in making the 
batch: 

(a) For all tests except sterility; 6 
packages if it is calcium penicillin or 10 
packages if it is crystalline penicillin, 
each containing approximately equal 
portions of not less than 60 milligrams. 

(b) For sterility testing; 10 packages, 
each containing approximately equal 
portions of not less than 300 milligrams. 

Such samples shall be packaged in ac¬ 
cordance with the requirements of 
§ 146a.24 (b). 

(iii) In case of an initial request for 
certification, the peanut oil or sesame oil 
and white wax used in making the batch; 
one package of each containing, respec¬ 
tively, approximately 250 grams and 25 
grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
penicillin in oil and wax under the regu¬ 
lations in this part shall be: 

(1) $4.00 for each package in the 
samples submitted in accordance with 
paragraph (d) (3) (i) (a), and (ii) (a), 
and (iii) of this section; $10.00 for all 
containers submitted in accordance with 
paragraph (d) (3) (i) (b) of this section; 
$10.00 for all containers submitted in 
accordance with paragraph (d) (3) (ii) 
(b) of this section. 
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(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fees prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter. 

§ 146a.26 Penicillin ointment. 

(a) Standards of identity, strength, 
quality, and purity. Penicillin ointment 
is calcium penicillin, crystalline penicil¬ 
lin, procaine penicillin, or Z-ephenamine 
penicillin G in a suitable and harmless 
ointment base, with or without a suitable 
anesthetic. If it is intended solely for 
veterinary use and is conspicuously so 
labeled, it may contain nitrofurazone 
and a suitable and harmless salt of 
cobalt. Its moisture content is not 
more than 1.0 percent. Its potency is 
not less than 250 units per gram, ex¬ 
cept if it is packaged and labeled solely 
for udder instillations of cattle, its po¬ 
tency is not less than 2,000 units per 
gram. The calcium penicillin or crystal¬ 
line penicillin used conforms to the re¬ 
quirements of §146a.24(a), except the 
limitation on penicillin K content, and 
except § 146a.24(a) (1), (2), (3), and 
(4), but its potency is not less than 300 
units per milligram. The procaine peni¬ 
cillin used conforms to the requirements 
of § 146a.44(a), except § 146a.44(a) (2), 
(3), and (4). The Z-ephenamine peni¬ 
cillin G used conforms to the require¬ 
ments of § 146a.64(a), except § 146a.64 
(a) (2), (3), and (4). Each ottyer sub¬ 
stance used, if its name is recognized in 
the U.S.P. or N.F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging. Unless it is intended 
solely for veterinary use, penicillin oint¬ 
ment shall be packaged in collapsible 
tubes, which shall be well-closed con¬ 
tainers as defined by the U. S. P., and 
shall not be larger than the V 8 -ounce 
size if such ointment is represented for 
ophthalmic use, and in no case larger 
than the 2-ounce size. The composition 
of the immediate container shall be such 
as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused that are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. 

(c) Labeling —(1) It is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
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this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on its label or labeling, as 
hereinafter indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement ‘‘Expiration date_,” 

the blank being filled in with the date 
that is not more than 12 months after 
the month during which the batch was 
certified, except that the blank may be 
filled in with the date that is 18 months, 
24 months, 36 months, 48 months, or 60 
months after the month during which 
the batch was certified if the person who 
requests certification has submitted to 
the Commissioner results of tests and 
assays showing that after having been 
stored for such period of time such drug 
as prepared by him complies with the 
standards prescribed by paragraph (a) 
of this section. 

(ii) On the outside wrapper or con¬ 
tainer, the statement “Store in refrigera¬ 
tor not above 15° C. (59° F.)” or “Store 
below 15° C. (59° F.),” unless the person 
who requests certification has submitted 
to the Commissioner results of tests and 
assays showing that such drug as pre¬ 
pared by him complies with the stand¬ 
ards prescribed by paragraph (a) of 
this section after having been stored at 
room temperature; but in no case shall 
such statement be required if it is labeled 
with an expiration date that is 9 months 
after the month during which the batch 
was certified. 

(2) It is packaged for dispensing and 
it is intended solely for veterinary use. 
Its label and labeling shall comply with 
all requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription,” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples . 

(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch of penicillin ointment shall submit 
with his request a statement showing the 
batch mark, the number of packages of 
each size in such batch, the batch mark 
and (unless it was previously submitted) 
the date on which the latest assay of the 
penicillin used in making such batch was 
completed, the quantity of each in¬ 
gredient used in making the batch, the 
date on which the latest assay of the drug 
comprising such batch was completed, 
and that each component of the oint¬ 
ment base used conforms to the require¬ 
ments prescribed therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and as¬ 
says listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency and moisture. 

(ii) The penicillin used in making the 
batch; potency, moisture, pH, crystal¬ 
linity if it is a crystalline salt of peni¬ 
cillin, heat stability if it is crystalline 
penicillin or Z-ephenamine penicillin G, 
the penicillin G content if it is penicillin 


G, and the specific rotation if it is 
Z-ephenamine penicillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
indicated, accurately representative sam¬ 
ples of the following: 

(i) The batch; one package for each 
5,000 packages in the batch, but in no 
case less than 5 packages, collected by 
taking single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The penicillin used in making the 
batch; 5 packages, or in the case of crys¬ 
talline penicillin, 10 packages, each con¬ 
taining approximately equal portions of 
not less than 60 milligrams if it is not 
procaine penicillin, and not less than 300 
milligrams if it is procaine penicillin, 
packaged in accordance with the re¬ 
quirements of § 146a.24 (b) or § 146a.44 
(b). 

(iii) In case of an initial request for 
certification, the ingredients used in 
making the batch; one package of each 
containing approximately 200 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 

(3) (ii) of this paragraph, is required if 
such result or sample has been previously 
submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
penicillin ointment under the regulations 
in this part shall be: 

(1) $4.00 for each package in the 
sample submitted in accordance with 
paragraph (d) (3) (i) of this section, 
$4.00 for each package in the samples 
submitted in accordance with paragraph 
(d) (3) (ii) and (iii), of this section; 
and 

(2) If the Commissioner considers that 
investigations, other than examination of 
such packages, are necessary to deter¬ 
mine whether or not such batch complies 
with the requirements of § 146.3 of this 
chapter for the issuance of a certificate, 
the cost of such investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter. 

§ 146a.27 Penicillin tablets. 

(a) Standards of identity , strength , 
quality, and purity. Penicillin tablets 
are tablets composed of sodium penicil¬ 
lin, calcium penicillin, potassium peni¬ 
cillin, crystalline penicillin O, crystalline 
penicillin V, crystalline potassium peni¬ 
cillin V, benzathine penicillin G or pro¬ 
caine penicillin, with or without one or 
more suitable sympathomimetic agents, 
analgesic substances, antihistaminics, 
and caffeine and with or without one or 
more suitable and harmless vitamin sub¬ 
stances, buffer substances, diluents, 
binders, lubricants, colorings, and flavor¬ 
ings. They may also contain probenecid 
or one or more suitable sulfonamides. 
The potency of each tablet is not less 
than 50,000 units, and if it is less than 


100,000 units it is unscored. Its moist, 
content is not more than l.o percenH 
it contains sodium penicillin calri ;J 
penicillin, potassium penicillin or cr 
talline penicillin O; not more’than* 
percent if it contains procaine penicil 
lin; not more than 3.0 percent if it co3 
tains crystalline penicillin V; and q 
more than 8.0 percent if it contaii 
benzathine penicillin G. If it conta 
crystalline potassium penicillin V 
moisture content is not more than 
percent unless the person who reque 
certification has submitted to the ( 
missioner information adequate to ] 
that his drug is stable when it 1 
moisture content not exceeding 3 perced 
Tablets not exceeding 15 millimeters L 
diameter, or not intended only for pre] 
paring solutions, shall disintegratt 
within 1 hour. The penicillin used cod 
forms to the standards prescribed fj 
such drug by the regulations in th 
chapter, except the standards for steri, 
ity and pyrogens. Each other substand 
used, if its name is recognized in thl 
U.S.P. or N.F., conforms to the standard 
prescribed therefor by such official com 
pendium. 

(b) Packaging. Unless each penici 
lin tablet is enclosed in a foil or pli 
film and such enclosure is a tight i 
tainer as defined by the U. S. P., excel 
the provision that it shall be capable c 
tight reclosure, the immediate containei 
shall be a tight container as so deflnei 
The immediate container may also < 
tain a desiccant separated from the tab] 
lets by a plug of cotton or other likl 
material. The composition of the 
mediate container, or of the foil or fill 
enclosure, shall be such as will not cau 
any change in the strength, quality, 
purity of the contents beyond any lin 
therefor in applicable standards, 
that minor changes so caused which i 
normal and unavoidable in good packagl 
ing, storage, and distribution practicf 
shall be disregarded. If the penicilT 
tablets are freely soluble, each iminec 
ate container may be packaged in com 
bination with one immediate containei 
of a suitable and harmless aqueous yef 
hide with or without one or more i 
able sulfonamides. 

(c) Labeling —(1) It is packaged /oI 
dispensing and intended for use by mai 
In addition to the labeling requirement^ 
prescribed by § 1.106(b) of this chapte 
(regulations issued under section 502(' 
of the act), each package shall bear ( 
the outside wrapper or container ai 
the immediate container, as hereinaftc 
indicated, the following: 

(i) If the batch contains buffer subi 
stances, the name of each substance. 

(ii) The statement “Expiration date 

_,” the blank being filled 

with one of the following dates aft 
the month during which the batch vai 
certified * 

(o) If a crystalline penicillin is nolj 
used, 12 months. 

(b) If a crystalline penicillin is 
and it contains a vitamin substance, 
months. 

(c) If a penicillin V or potassiu 
penicillin V is used and it does not con^ 
tain a vitamin substance, 24 months. 








I today* 


December 29, 1962 


_ //n rf a crystalline penicillin other 
1 l a penicillin V is used and it does 
iJJt contain a vitamin substance, 36 

lieu of the expiration date 
bribed in (a), <&), (c), and ( d ) of 
^^subdivision, if the person who re- 
Tsts certification has submitted to the 
SLnissioner results of tests and as- 
Z that show such drug as prepared 
hvhim is stable for 24 months, 36 months, 

48 months, or 60 months, such date may 
be used for such drug. 

(iii) If it contains, in addition to 
nenicillin, one or more of the other ac¬ 
tive ingredients specified in paragraph 
(a) of this section, after the name 
••nenicillin tablets,” wherever it appears, 

the words "with-(the blank 

being filled in with the common or usual 
name of each other ingredient),” in 
uxtaposition with such name. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Requests for certification; sam- 
es. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification of 
a batch shall submit with his request a 
statement showing the batch mark, the 
number of tablets in such batch, the 
number of tablets of the batch packaged 
Into dispensing-size containers during 
each day’s packaging operations, the 
number of units in each tablet, the date 
on which the latest assay of the drug 
comprising such batch was completed, 
the date (unless submitted previously) 
on which the latest assay of the penicil¬ 
lin used in making such batch was com¬ 
pleted, the quantity of each ingredient- 
used in making the batch, and a state¬ 
ment that such ingredient conforms to 
the requirements prescribed therefor, if 
any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch: 

(a) if the person who requests cer¬ 
tification is the manufacturer of the 
batch: Average potency, average mois¬ 
ture, and, if required by paragraph (a) 
of this section, disintegration time of 
tablets collected during the time of 
tableting the batch; and, unless the 
tablets are packaged into dispensing-size 
containers immediately after they are 
compressed, average moisture of tablets 
collected during each day of packaging 
the batch. 

(b) If the person who requests certifi¬ 
cation is not the manufacturer of the 
Jatch: Average potency, average mois- 
t J re » and, if required by paragraph (a) 

+ ui this section > disintegration time of 
tablets collected during each day the 
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tablets are being packaged into dispens¬ 
ing-size containers. 

(ii) The penicillin used in making the 
batch; potency, toxicity, moisture, pH, 
penicillin K content (unless it is crystal¬ 
line penicillin G, crystalline penicillin O, 
crystalline penicillin V, or crystalline po¬ 
tassium penicillin V), crystallinity if it 
is crystalline penicillin; heat stability if 
it is crystalline sodium penicillin, potas¬ 
sium penicillin, or crystalline penicillin 
O; the penicillin G content if it is a peni¬ 
cillin G or crystalline penicillin O; the 
penicillin V content if it is a penicillin V; 
and the penicillin O content if it is crys¬ 
talline penicillin O. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph,such 
person shall submit in connection with 
his request, in the quantities herein¬ 
after indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For potency and moisture: 

(1) If the person who requests cer¬ 
tification is the manufacturer of the 
batch: One tablet for each 5,000 tablets 
in the batch, but in no case less than 30 
tablets collected by taking single tablets 
at such intervals throughout the entire 
time of tableting the batch that the 
quantities tableted during the intervals 
are approximately equal; 

(2) If, after tableting, such person 
packaged the batch into dispensing-size 
containers: 20 tablets collected at equal 
intervals during each day the tablets 
are being packaged, except that this 
sample is not required if the tablets are 
packaged immediately after they are 
compressed; or 

(3) If the person who requests cer¬ 
tification is not the manufacturer of the 
batch (for the purposes of certification, 
a batch shall be that number of tablets 
filled by such person into dispensing- 
size containers during each day’s pack¬ 
aging operations): One tablet for each 
5,000 tablets in the batch, but in no case 
less than 30 tablets collected by taking 
single tablets at such intervals through¬ 
out each day of packaging the tablets 
that the quantities packaged during the 
intervals are approximately equal. 

(5) For disintegration time: 6 tablets. 

(ii) The penicillin used in making the 
batch; 6 packages, or in the case of crys¬ 
talline penicillin 10 packages, each con¬ 
taining approximately equal portions of 
not less than 60 milligrams, except that 
if it is procaine penicillin, benzathine 
penicillin G, penicillin V, or potassium 
penicillin V each package shall contain 
not less than 300 milligrams, packaged 
in accordance with the requirements of 
§ 146a.24 (b), 146a.44 (b), 146a.68 (b), or 
146a. 103 (b). 

(iii) In case of an initial request, each 
other substance used in making the 
batch; one package of each, containing 
approximately 5 grams, and if the batch 
or any part thereof is to be packaged in 
combination with an aqueous vehicle, 
or when any change is made in the 
composition of such vehicle, five pack¬ 
ages of the vehicle included in the 
combination. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
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(ii) of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
penicillin tablets under the regulations 
in this part shall be: 

(1) $0.75 for each tablet in the sam¬ 
ples submitted in accordance with para¬ 
graph (d) (3) (i) (a) (1) and (3) of this 
section; $3.00 for the samples submitted 
in accordance with paragraph (d) (3) (i) 
(a) (2) and ( b) of this section; $4.00 for 
each package submitted in accordance 
with paragraph (d) (3) (ii) and (iii) of 
this section. 

(2) If the Commissioner considers that 
investigations, other than examination 
of such tablets and packages, are neces¬ 
sary to determine whether or not such 
batch complies with the requirements of 
§ 146.3 of this chapter for the issuance 
of a certificate, the cost of such investi¬ 
gations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification, unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter. 

(f) Exemption of penicillin tablets 
from certification . Penicillin tablets, 
with or without added vitamin sub¬ 
stances and residues from streptomyces 
fermentation, shall be exempt from the 
requirements of sections 502 (Z) and 507 
of the act, if they comply with the fol¬ 
lowing conditions: 

(1) They contain not more than 1,000 
units per tablet. 

(2) The outside wrapper or container 
and the immediate container bear an 
expiration date that is not more than 
36 months after the month during which 
the batch was last assayed and released 
by the manufacturer. 

(3) They are intended to be admin¬ 
istered only in the drinking water of 
poultry for use solely as a feed supple¬ 
ment and are conspicuously so labeled; 
they are not represented for the preven¬ 
tion or treatment of disease; and their 
labeling bears adequate directions for use 
by laymen. 

§ 146a.28 Crystalline penicillin G oral 
suspension, crystalline penicillin G 
sodium oral suspension, potassium 
penicillin G oral suspension. 

(a) Standards of identity , strength , 
quality , and purity. Crystalline penicil¬ 
lin G oral suspension is crystalline peni¬ 
cillin G sodium or potassium penicillin 
G and one or more suitable and harmless 
suspending or dispersing agents and pre¬ 
servatives, with or without probenecid or 
one or more suitable sulfonamides and 
suitable and harmless buffer substances, 
colorings, and flavorings, suspended in 
a suitable and harmless vehicle. Its po¬ 
tency is not less than 20,000 units per 
milliliter. Its moisture content is not 
more than 1.0 percent. The crystalline 
penicillin used conforms to § 146a.24(a), 
except § 146a.24(a) (2) and (4). Each 
other substance used, if its name is rec¬ 
ognized in the U.S.P. or N.F., conforms 
to the standards prescribed therefor by 
such official compendium. 

(b) Packaging. The immediate con¬ 
tainer shall be a tight container as de- 
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fined by the U. S. P., and shall be of 
such composition as will not cause any 
change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused that are 
normal and unavoidable in good packag¬ 
ing, storage, and distribution practice 
shall be disregarded. 

(c) Labeling —(1) It is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling require¬ 
ments prescribed by § 1.106(b) of this 
chapter (regulations issued under section 
502(f) of the act), each package shall 
bear on its outside wrapper or container 
and the immediate container the fol¬ 
lowing : 

(1) If the batch contains buffer sub¬ 
stances, the name of each such sub¬ 
stance. 

(ii) The statement '‘Expiration date 

-,” the blank being filled in 

with the date that is 24 months after the 
month during which the batch was certi¬ 
fied, except that if the person who re¬ 
quests certification has submitted to the 
Commissioner results of tests and assays 
that show such drug as prepared by him 
is stable for 36 months, such date may 
be used for such drug. 

(iii) If it contains, in addition to pen¬ 
icillin, one or more of the other active 
ingredients specified in paragraph (a) 
of this section, after the name “crys¬ 
talline penicillin G oral suspension,” 
wherever it appears, the words “with 

-(the blank being filled in with 

the common or usual name of each such 
other ingredient),” in juxtaposition with 
such name. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary 
use of the drug by the laity. 

(d) Request for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the penicillin G used 
in making such batch was completed, the 
potency per milliliter of the batch, the 
date on which the latest assay of the drug 
comprising such batch was completed, 
the quantity of each ingredient used in 
making the batch, and a statement that 
each such ingredient conforms to the 
requirements prescribed therefor by this 
section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch; average potency per 
milliliter and moisture. 


(ii) The penicillin G used in making 
the batch; potency, toxicity, pH, mois¬ 
ture, crystallinity, and the penicillin G 
content. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch; 1 immediate container 
for each 5,000 immediate containers in 
the batch, but in no case less than 5 
immediate containers, collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The penicillin G used in making 
the batch; 10 packages, each containing 
approximately equal portions of not less 
than 60 milligrams, packaged in ac¬ 
cordance with the requirements of 
§ 146a.24 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; 1 package of each 
containing approximately 5.0 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required 
if such result or sample has been previ¬ 
ously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each package in the sam¬ 
ples submitted in accordance with para¬ 
graph (d) (3) (i), (ii), and (iii) of this 
section. 

(2) If the Commissioner considers 
that investigations, other than the ex¬ 
amination of such immediate containers, 
are necessary to determine whether or 
not such batch complies with the re¬ 
quirements of § 146.3 of this chapter for 
the issuance of a certificate, the cost of 
such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee is 
covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146a.29 Penicillin with aluminum hy¬ 
droxide gel. 

(a) Standards of identity, strength, 
quality, and purity. Penicillin with alu¬ 
minum hydroxide gel is a packaged com¬ 
bination of one immediate container of 
penicillin and one immediate container 
of aluminum hydroxide gel. Such peni¬ 
cillin conforms to the standards pre¬ 
scribed therefor by § 146a.24(a), except 
subparagraphs (1) and (4) of § 146a.24 
(a), but its potency is not less than 300 
units per milligram. Such aluminum 
hydroxide gel conforms to the standards 
prescribed therefor by the U.S.P., but 
contains not more than 50 viable micro¬ 
organisms per milliliter. 

(b) Packaging . The immediate con¬ 
tainer of the penicillin shall conform to 
the packaging requirements set forth in 
§ 146a. 24 (b), except that it shall contain 
not less than 300,000 units and its closure 


may be one through which a hypodermic 
needle cannot be introduced. The mTI 
mediate container of the aluminum h*I 
droxide gel shall be a tight container 
defined by the U. S. P.; the qu an tiul 
therein shall be 30 milliliters for Z2I 
100,000 units in the immediate contain.,I 
of penicillin. . lner l 

(c) Labeling —(1) it is packaged fori 
dispensing and intended for use by min I 
In addition to the labeling requirement J 
prescribed by § 1.106(b) of this chapter! 
(regulations issued under section 502(f) I 
of the act), each package shall bear onl 
its label or labeling, as hereinafter indi-l 
cated, the following: 

(1) On the outside wrapper or con-1 
tainer and the immediate container of I 
penicillin, the statement “Expiration! 

date-,” the blank being filled I 

in with the date that is 18 months after! 
the month during which the batch was I 
certified, unless* it is crystalline peni-1 
cillin, in which case the blank is filled 
in with the date that is 36 months after! 
the month during which the batch was 
certified. 

(ii) On the immediate container of 
the penicillin, the statement “Warning J| 
Not for injection,” unless it conforms to 
the standards and packaging require-! 
ments prescribed therefor by § 146a.24 
(a) and (b), except that the immediate I 
container may contain 300,000 units. I 

(iii) On the immediate container of 
the aluminum hydroxide gel, the condi¬ 
tions under which the mixture should be 
stored, including a reference to its in- 
stability when stored under other con- 1 
ditions, and the statement “The mixture I 
may be kept in refrigerator for 1 week! 
without significant loss of potency,” un¬ 
less such information is contained in the 
circular or other labeling within or at¬ 
tached to the package. 

(iv) On the outside wrapper or con¬ 
tainer and the immediate container of | 
the aluminum hydroxide gel: 

(a) A statement giving the method I 
for dissolving the penicillin in the alu¬ 
minum hydroxide gel. 

(b) The potency per milliliter after 
the penicillin has been dissolved therein. 

(v) On the outside wrapper or con¬ 
tainer if it is not crystalline penicillin, 
the statement “Store in refrigerator not I 
above 15° C. (59° F.)” or “Store below I 
15° C. (59° F.).” 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and I 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Requests for certification; samples. 
(1) In addition to complying with re- 
quirements of § 146.2 of this chapter, a 
person who requests certification of a | 
batch of penicillin for inclusion in such 
combination shall submit with his re-. 
quest a statement showing the batch 
mark of the penicillin, the number of 
packages thereof in such batch, the num¬ 
ber of units in the immediate container ] 
thereof, and (unless it was previously 
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emitted) the date on which the latest 
^ y 0 f the penicillin included in such 
filiation was completed, and a state- 
lint that the aluminum hydroxide gel 
conforms to the requirements prescribed 
therefor by this section 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph 
such person shall submit in connection 
with his request results of the tests and 
Lays made by him on an accurately 
representative sample of the penicillin 
for potency, sterility, toxicity, moisture, 
uH penicillin K content (unless it is 
crystalline penicillin G), crystallinity 
and heat stability if it is crystalline peni¬ 
cillin, and the penicillin G content if it 
is crystalline penicillin G. 

(3) If the penicillin has not been cer¬ 
tified previously, such person shall sub¬ 
mit in connection with his request a 
sample of the batch consisting of one 
package for each 5,000 packages in the 
batch, but in no case less than 6 pack¬ 
ages except that in the case of crystalline 
penicillin other than crystalline penicil¬ 
lin G such sample shall consist of not 
less than 8 packages, and in the case of 
crystalline penicillin G not less than 10 
packages. Such sample shall be col¬ 
lected by taking single packages at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(4) No result referred to in subpara¬ 
graph (2) of this paragraph is required 
if such result has been previously sub¬ 
mitted. 

(e) Fees. The fees for the services 
rendered with respect to each batch of 
penicillin for inclusion in combination 
with aluminum hydroxide gel under the 
regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph (d) (3) of this 
section, or $2.00 if no such sample is sub¬ 
mitted, and 

(2) If the Commissioner considers 

that investigations, other than exami¬ 
nation of such containers; are necessary 
to determine whether or not such batch 
complies with the requirements of 
§ 146.3 of this chapter for the issuance of 
a certificate, the cost of such investiga¬ 
tions. ^ 

The fee prescribed by subpargraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 

§ 146a.30 Penicillin troches. 


(a) Standards of identity , strength , 
Quality, and purity. Penicillin troches 
are troches composed of sodium penicil¬ 
lin, calcium penicillin, potassium peni¬ 
cillin, procaine penicillin, Z-ephenamine 
penicillin G, or crystalline penicillin O 
and one or more suitable or harmless di¬ 
luents, binders, and lubricants, with or 
without one or more suitable and harm¬ 
less local anesthetics, chemical antimi¬ 
crobial agents, masticatory substances, 
colorings, and flavorings. The potency 
of each troche is not less than 500 units; 
the moisture content is not more than 
1.0 percent, except that if flavorings are 
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omitted and it contains crystalline peni¬ 
cillin in a base of not less than 50 per¬ 
cent gelatin by weight, its moisture con¬ 
tent is not more than 2 percent. The 
sodium penicillin, calcium penicillin, 
crystalline penicillin O, or potassium 
penicillin used conforms to the require-^ 
ments of § 146a.24 (a) except the lim¬ 
itation on penicillin K content and ex¬ 
cept subparagraphs (1), (2), and (4) of 
§ 146a.24 (a), but the potency is not less 
than 300 units per milligram. The pro¬ 
caine penicillin used conforms to the re¬ 
quirements of § 146a.44 (a), except the 
limitation on penicillin K content and 
except subparagraphs (2) and (3) of 
§ 146a.44 (a). The Z-ephenamine peni¬ 
cillin G used conforms to the require¬ 
ments of § 146a.64 (a), except subpara¬ 
graphs (2) and (3) of that paragraph. 
Each other substance used, if its name 
is recognized in the U. S. P. or N. F., 
conforms to the standards prescribed 
therefor by such official compendium. 

(b) Packaging. Unless each penicillin 
troche is enclosed in foil or plastic film 
and such enclosure is a tight container 
as defined by the U. S. F., except the 
provision that it shall be capable of tight 
reclosure, the immediate container shall 
be a tight container as so defined. The 
immediate container may also contain 
a desiccant separated from the troches 
by a plug of cotton or other like mate¬ 
rial. The composition of the immediate 
container, or foil or film enclosure, shall 
be such as will not cause any change in 
the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. 

(c) Labeling. In addition to the la¬ 
beling requirements prescribed by § 1.106 
(b) of this chapter (regulations issued 
under section 502(f) of the act), each 
package shall bear on its label or la¬ 
beling, as hereinafter indicated, the 
following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date_,” 

the blank being filled in, if crystalline 
penicillin, procaine penicillin, Z-ephen- 
amine penicillin G, or crystalline 
penicillin O is not used, with the date 
that is 9 months; or if crystalline penicil¬ 
lin, procaine penicillin, Z-ephenamine 
penicillin G, or crystalline penicillin O 
is used, with the date that is 12 months 
after the month during which the batch 
was certified, except that the blank may 
be filled in with the date that is 18 
months, 24 months, 36 months, 48 
months, or 60 months after the month 
during which the batch was certified 
if the person who requests certification 
has submitted to the Commissioner re¬ 
sults of tests and assays showing that 
after having been stored for such period 
of time such drug as prepared by him 
complies with the standards prescribed 
by paragraph (a) of this section. 

(2) On the outside wrapper or con¬ 
tainer, if crystalline penicillin, procaine 
penicillin, Z-ephenamine penicillin G, or 
crystalline penicillin O is not used, the 
statement “Store in refrigerator not 
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above 15° C. (59° F.) ” or “Store below 
15° C. (59° FJ ” 

(3) On the label and labeling, where- 
ever the name “penicillin troches” 
appears: 

(1) Immediately preceding such 
name, if a masticatory substance is 
present, the word “chewing” or 
“masticatory.” 

(ii) Immediately following such 
name, if a local anesthetic and/or a 
chemical antimicrobial agent is present 

the words “with_,” the blank 

being filled in with the common or usual 
name of each such other ingredient 
present. 

(d) Requests for certification ; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark, the 
number of troches in such batch, the 
number of troches of the batch packaged 
into dispensing-size containers during 
each day’s packaging operations, the 
number of units in each troche, the date 
on which the latest assay of the drug 
comprising such batch was completed, 
the batch mark and date (unless sub¬ 
mitted previously) on which the latest 
assay of the penicillin used in making 
such batch was completed, the quantity 
of each ingredient used in making the 
batch, and a statement that each such 
ingredient conforms to the requirements 
prescribed therefor, if any, by this 
section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
sample of: 

(i) The batch: 

(a) If the person who requests cer¬ 
tification is the manufacturer of the 
batch: Average potency and average 
moisture of troches collected during time 
of making them, and, unless the troches 
are packaged into dispensing-size con¬ 
tainers immediately after they are 
manufactured, average moisture of 
troches collected during each day of 
packaging the batch. 

(b) If the person who requests cer¬ 
tification is not the manufacturer of the 
batch: Average potency and average 
moisture of troches collected during each 
day the troches are being packaged into 
dispensing-size containers. 

(ii) The penicillin used in making the 
batch; potency, toxicity, moisture, pH; 
crystallinity if it is crystalline penicillin; 
specific rotation if it is Z-ephenamine 
penicillin G; heat stability if it is crys¬ 
talline sodium penicillin, potassium pen¬ 
icillin, Z-ephenamine penicillin G, or 
crystalline penicillin O; the penicillin G 
content if it is crystalline sodium pen¬ 
icillin G, potassium penicillin G, or crys¬ 
talline penicillin O; the procaine penicil¬ 
lin G content if it is crystalline procaine 
penicillin G; the Z-ephenamine penicillin 
G content if it is Z-ephenamine penicillin 
G, and the penicillin O content if it is 
crystalline penicillin O. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
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person shall submit in connection with 
his request, in the quantities herein¬ 
after indicated, accurately representative 
samples of the following: 

(i) The batch: 

(a) If the person who requests cer¬ 
tification is the manufacturer of the 
batch: One troche for each 5,000 troches 
in the batch, but in no case less than 30 
troches collected by taking single troches 
at intervals throughout the entire time 
of making them that the quantities made 
during the intervals are approximately 
equal; 

(b) If, after manufacturing, such per¬ 
son packages the batch into dispensing- 
size containers: 20 troches collected at 
equal intervals during each day the 
troches are being packaged, except that 
this sample is not required if the troches 
are packaged immediately after they are 
manufactured; 

or 

(c) If the person who requests certifi¬ 
cation is not the manufacturer of the 
batch (for the purposes of certification, 
a batch shall be that number of troches 
filled by such person into dispensing-size 
containers during each day’s packaging 
operations); one troche for each 5,000 
troches, but in no case less than 30 
troches collected by taking single troches 
at such intervals throughout each day 
of packaging the troches that the quan¬ 
tities packaged during the intervals are 
approximately equal. 

(ii) The penicillin used in making the 
batch; 5 packages, or in the case of crys¬ 
talline penicillin 10 packages, each con¬ 
taining approximately equal portions of 
not less than 60 milligrams if it is not 
procaine penicillin or Z-ephenamine 
penicillin G, and not less than 300 milli¬ 
grams if it is procaine penicillin or 
Z-ephenamine penicillin G, packaged in 
accordance with the requirements of 
§ 146a.24 (b), § 146a.44 (b), or § 146a,64 

(b). 

(iii) In case of an initial request for 
certification, each other substance used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required 
if such result or sample has been pre¬ 
viously submitted. 

(e) Fees. The fee for the service ren¬ 
dered with respect to each batch of peni¬ 
cillin troches under the regulations in 
this part shall be: 

(1) $0.75 for each troche without 
masticatory substance in the samples 
submitted in accordance with paragraph 

(d) (3) (i) (a) and (c) of this section; 
$2.00 for each troche with masticatory 
substance in such sample; $3.00 for the 
sample submitted in accordance with 
paragraph (d) (3) (i) (b) of this section; 
$4.00 for each package submitted in ac¬ 
cordance with paragraph (d) (3) (ii) and 
(iii) of this section. 

(2) If the Commissioner considers that 
investigations, other than examination 
of such troches, are necessary to deter¬ 
mine whether or not such batch com¬ 
plies with the requirements of § 146.3 of 
this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 


The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter. 

(f) Exemption of penicillin troches 
from certification. Penicillin troches 
shall be exempt from the requirements 
of sections 502(1) and 507 of the act if 
the drug complies with all the following 
conditions: 

(1) It conforms to the standards of 
identity, strength, quality, and purity 
prescribed by paragraph (a) of this sec¬ 
tion. 

(2) It does not contain crystalline 
penicillin O or Z-ephenamine penicillin G. 

(3) It conforms to the packaging re¬ 
quirements prescribed by paragraph (b) 
of this section. 

(4) Its labeling conforms to the re¬ 
quirements prescribed by paragraph (c) 
of this section and its labeling as re¬ 
quired by § 1.106(b)(3) of this chapter 
bears information that the drug is for 
use only as a local treatment for Vin¬ 
cent’s infection (Vincent’s angina) and 
as an adjunct in pericoronitis and other 
superficial infections due to penicillin- 
sensitive organisms. 

(5) The label bears an expiration date 
9 months after the month in which the 
batch was last assayed and released by 
the manufacturer if it does not contain 
a crystalline penicillin, or 12 months if 
it does contain a crystalline penicillin, 
except that the date that is 18 months, 
or 24 months, or 36 months, or 60 months 
may be used if the manufacturer has 
submitted to the Commissioner results 
of tests and assays showing that after 
having been stored for such period of 
time such drug as prepared by him com¬ 
plies with the standards prescribed 
therefor by paragraph (a) of this section. 

§ 146a.31 Penicillin denial cones (cal¬ 
cium penicillin dental cones, penicil¬ 
lin denial cones calcium salt, crystal¬ 
line penicillin dental cones). 

(a) Standards of identity, strength, 
quality , and purity. Penicillin dental 
cones are composed of calcium penicillin 
or crystalline penicillin and one or more 
suitable and harmless diluents, binders, 
and lubricants, with or without a suit¬ 
able local anesthetic and with or without 
one or more suitable sulfonamides. The 
potency of each cone is not less than 500 
units. Its moisture content is not more 
than 1.0 percent. If a sulfonamide is 
used its quantity is not less than 0.032 
gram per cone. The penicillin used con¬ 
forms to the requirements of § 146a.24 
(a) except the limitation on penicillin 
K content and except subparagraphs 
(1), (2), and (4) of § 146a.24(a), but its 
potency is not less than 300 units per 
milligram. Each other ingredient used, 
if its name is recognized in the U.S.P. or 
N.P., conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(b) Packaging. Unless each penicil¬ 
lin dental cone is enclosed in foil or plas¬ 
tic film and such enclosure is a tight 
container as defined by the U. S. P., ex¬ 
cept the provision that it shall be capable 
of tight reclosure, the immediate con¬ 
tainer shall be a tight container as so 


defined. The immediate container i 
also contain a desiccant separated 1W 
the cones by a plug of cotton or otw 
like material. The composition of thl 
immediate container, or foil or film en 
closure, shall be such as will not cau 
any change in the strength, quality „ r . 
purity of the contents beyond any limit 
therefor in applicable standards excen L 
that minor changes so caused which arel 
normal and unavoidable in good packau I 
ing, storage, and distribution practical 
shall be disregarded. 

(c) Labeling —(1) It is packaged fori 

dispensing and intended for use by man I 
In additidn to the regulations prescribed I 
by § 1.106(b) of this chapter (regulations! 
issued under section 502(f) of the act) I 
each package shall bear on its label and I 
labeling, as hereinafter indicated thpl 
following: ’ P 

(1) On the outside wrapper or con-L 
tainer and the immediate container the I 

statement “Expiration date_ »| 

the blank being filled in, if crystaiunel 
penicillin is used, with the date that is I 
36 months, or if crystalline penicillin is! 
not used, with the date that is 12 months! 
after the month during which the batch | 
was certified. 

(ii) If it contains, in addition to penij 
cillin, one or more of the other active | 
ingredients specified in paragraph (a) of I 
this section, after .the name “penicillin! 
dental cones,” wherever it appears, the| 

words “with-(the blank being I 

filled in with the common or usual name I 
of each such other ingredient),” in jux- 1 
taposition with such name. 

(2) It is packaged for dispensing and | 
intended solely for veterinary use. Its I 
label and labeling shall comply with all] 
the requirements prescribed by subpara- 1 
graph (1) of this paragraph, except that | 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without! 
prescription” each package shall include] 
information containing directions and! 
warnings adequate for the veterinary use | 
of the drug by the laity. 

(d) Requests for certification; samples, I 
(1) In additidn to complying with the I 
requirements of § 146.2 of this chapter, I 
a person who requests certification of a I 
batch shall submit with his request a I 
statement showing the batch mark, the I 
number of dental cones in such batch,! 
the number of dental cones of the batch I 
packaged into dispensing-size containers I 
during each day’s packaging operations, I 
the number of units in each dental cone, I 
the date on which the latest assay of I 
the drug comprising such batch was I 
completed, the date (unless submitted! 
previously) on which the latest assay of 
the penicillin used in making such batch 
was completed, the quantity of each in¬ 
gredient used in making the batch, and 
a statement that such ingredient con¬ 
forms to the requirements prescribed 
therefor, if any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following | 
made by him on an accurately repre- 
sentative sample of: 

(i) The batch: 

(a) If the person who requests certifi¬ 
cation is the manufacturer of the batch: 
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Aworase potency and average moisture 
V cones collected during the time of 
Lvinz the batch, and, unless the cones 

packaged into dispensing-size con¬ 
fers immediately after they are com- 
nrpssed average moisture of cones col¬ 
lected during each day of packaging the 

^\h) If the person who requests certi¬ 
fication is not the manufacturer of the 
hatch* Average potency and average 
moisture of cones collected during each 
day the cones are being packaged into 
dispensing -size containers. 

(ii) The penicillin used in making the 
batch* potency, toxicity, moisture, pH, 
crystallinity, and heat stability if it is 
crystalline penicillin and the penicillin G 
content if it is crystalline penicillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
indicated, accurately representative 
samples of the following! 

(i) The batch: 

(a) If the person who requests certifi¬ 
cation is the manufacturer of the batch: 
One cone for each 5,000 cones in the 
batch, but in no case less than 30 cones 
collected by taking single cones through¬ 
out the entire time of making the batch 
that the quantities made during the 
intervals are approximately equal. 

(b) If, after making, such person 
packages the batch into dispensing-size 
containers: 20 cones collected at equal 
intervals during each day the cones are 
being packaged, except that this sample 
is not required if the cones are packaged 
immediately after they are made; or 

(c) If the person who requests certifi¬ 
cation is not the manufacturer of the 
batch (for the purposes of certification, 
a batch shall be that number of cones 
filled by such person into dispensing- 
size containers during each day’s pack¬ 
aging operations) : One cone for each 
5,000 cones in the batch, but in no case 
less than 30 cones collected by taking 
single cones at such intervals throughout 
each day of packaging the cones that 
the quantities packaged during the in¬ 
tervals are approximately equal. 

(ii) The penicillin used in making the 
batch; five packages if it Is calcium peni¬ 
cillin or 10 packages if it is crystalline 
penicillin containing approximately 
equal portions of not less than 60 milli¬ 
grams each, packaged in accordance with 
the requirements of § 146a.24 (b). 

(iii) In case of an initial request for 
certification, each other substance used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required 
if such result or sample has been pre¬ 
viously submitted. 

(e) Fees . The fee for the services ren¬ 
dered with respect to each batch of peni¬ 
cillin dental cones under the regulations 
in this part shall be: 

(1) $0.75 for each cone in the samples 
submitted in accordance with paragraph 

(d) (3) (i) (a) and (c) of this section; 
$3.00 for the sample submitted in accord¬ 
ance with paragraph (d) (3) (i) (b) of 
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this section; $4.00 for each package sub¬ 
mitted in accordance with paragraph (d) 
(3) (ii) and (iii) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such cones and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter. 

§ 146a.32 Penicillin with vasoconstric¬ 
tor; penicillin with- (the 

blank being filled in with the com¬ 
mon or usual name of the vasocon¬ 
strictor). 

(a) Standards of identity , strength, 
quality , and purity. Penicillin with vaso¬ 
constrictor is a dry mixture of penicillin 
and a suitable vasoconstrictor with or 
without suitable buffer substances and 
preservatives, or it is a packaged com¬ 
bination of one immediate container of 
penicillin and one immediate container 
of an aqueous solution of a suitable vaso¬ 
constrictor. The penicillin is of such 
quantity that when dissolved as directed 
the potency of such solution is not less 
than 500 units per milliliter after it has 
been kept for 7 days at a temperature of 
15° C. (59° P.). Such solution is isotonic 
and has a pH of 6, ±0.2. The moisture 
content of the dry mixture of penicillin 
with vasoconstrictor is not more than 
1.5 percent. The penicillin used con¬ 
forms to the requirements of § 146a.24 
(a), except the limitation on penicillin 
K content and except subparagraphs (2) 
and (4) of that paragraph. Each other 
substance used, if its name is recognized 
in the U. S. P. or N. F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging. Each immediate con¬ 
tainer shall be a tight container as de¬ 
fined by the U. S. P. and shall be of such 
composition as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. The immediate container of the 
dry mixture of penicillin with vasocon¬ 
strictor may be packaged in combination 
with an immediate container of a suit¬ 
able aqueous diluent. 

(c) Labeling —(1) It is packaged for 
dispensing and it is intended for use by 
man . In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on its label or labeling, as 
hereinafter indicated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container of 
penicillin, if it is a packaged combina¬ 
tion of one immediate container of peni¬ 
cillin and one immediate container of 
a vasoconstrictor, the statement “Ex¬ 
piration date_” the blank be¬ 


ing filled in with the date that is 18 
months, or if it is crystalline penicillin 
36 months, after the month during which 
the batch was certified; if it is the dry 
mixture of penicillin with vasoconstric¬ 
tor, the statement “Expiration date 

_ ” the blank being filled in 

with the date that is 24 months after the 
month during which the batch was cer¬ 
tified. 

(ii) On the outside wrapper or con¬ 
tainer and on the immediate container 
of the solution in the packaged combi¬ 
nation: 

(a) A statement giving the method of 
dissolving the penicillin, and if it is not 
a packaged combination, a statement 
that distilled water U.S.P. should be used. 

( b ) The potency per milliliter after the 
penicillin has been dissolved therein. 

(c) If it is a packaged combination of 
one immediate container of penicillin 
and one immediate container of vaso¬ 
constrictor and it is not crystalline peni¬ 
cillin, the statement “Store in refrig¬ 
erator not above 15° C. (59° F.).” 

(d) The conditions under which the 
solution should be stored, including a 
reference to its instability when stored 
under other conditions, and a statement 
“The solution may be kept in a refriger¬ 
ator for I week without significant loss 
of potency.” 

(e) The statement (< Warning— Not for 
injection.” 

(2) It is packaged for dispensing and 
it is intended solely for veterinary use. 
Its label and labeling shall comply with 
all the requirements prescribed by sub- 
paragraph (1) of this paragraph, except 
that in lieu of the statement “Caution: 
Federal law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warning adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter 
a person who requests certification of a 
batch of penicillin with vasoconstrictor 
shall submit with his request a statement 
showing the batch mark, the number of 
packages thereof in such batch, the num¬ 
ber of units in each immediate container 
thereof, and (unless it was previously 
submitted) the date on which the latest 
assay of the penicillin included in such 
batch was completed, the quantity of 
each ingredient used in making the batch 
of the dry mixture of penicillin with 
vasoconstrictor, the quantity of each in¬ 
gredient used in making the solution 
included in the packaged combination, 
and a statement that such solution con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represen¬ 
tative sample of: 

(i) The penicillin included in the 
packaged combination and the penicillin 
used in making the batch of the dry 
mixture of penicillin with vasoconstric¬ 
tor; potency, toxicity, moisture, pH, 
crystallinity and heat stability, if it is 
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crystalline penicillin, and the penicillin 
G content if it is crystalline penicillin G. 

(ii) The solution after the penicillin 
has been dissolved therein; potency. 

(iii) The batch of the dry mixture of 
penicillin with vasoconstrictor; potency, 
moisture content. 

(3) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch: 

(a) If it contains only penicillin and 
the penicillin used has been previously 
submitted, or it contains penicillin and 
other ingredients; one immediate con¬ 
tainer for each 5,000 immediate contain¬ 
ers in the batch, but in no case less than 
5 immediate containers, unless it is in 
tablet form in which case such sample 
shall consist of not less than 30 nor more 
than 100 tablets. 

(b) If it contains only penicillin and 
the penicillin used has not been previ¬ 
ously submitted; one immediate con¬ 
tainer or tablet for each 5,000 immediate 
containers or tablets, but in no case less 
than 40 immediate containers or tablets. 

Such sample shall be collected by taking 
single immediate containers or tablets at 
such intervals throughout the entire time 
of packaging or tableting the batch that 
the quantities packaged or tableted dur¬ 
ing the intervals are approximately equal. 

(ii) The penicillin used in making the 
batch of the dry mixture of penicillin 
with vasoconstrictor; 5 packages, or in 
the case of crystalline penicillin 10 pack¬ 
ages, each containing approximately 
equal portions of not less than 60 milli¬ 
grams each, packaged in accordance with 
the requirements of § 146a.24 (b). 

(iii) In case of an initial request for 
certification of a batch of a dry mixture 
of penicillin with vasoconstrictor, each 
other substance used in making the 
batch; one package of each containing 
approximately 5 grams. 

(iv) In case of an initial request for 
certification of the packaged combina¬ 
tion of penicillin with vasoconstrictor, or 
when any change is made in the compo¬ 
sition of such solution; five packages of 
the solution included in the combination. 

(4) No result referred to in subpara¬ 
graph (2) (i) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, are required if 
such result or sample has been pre¬ 
viously submitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch of pen¬ 
icillin with vasoconstrictor under the reg¬ 
ulations in this part shall be: 

(1) $0.75 for each tablet submitted in 
accordance with paragraph (d) (3) (i) 

(a) and (b) of this section; $1.00 for 
each immediate container submitted in 
accordance with paragraph (d) (3) (i) 

(b) of this section; and $4.00 for each 
immediate container submitted in ac¬ 
cordance with paragraph (d) (3) (i) (a), 
(ii), (iii), and (iv) of this section 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 


of this chapter for the issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter. 

§ 146a.33 Penicillin for surface applica¬ 
tion. 

(a) Standards of identity, strength, 
quality, and purity. Penicillin for sur¬ 
face application is calcium penicillin and 
one or more of the diluents sodium chlo¬ 
ride, mill: sugar, sodium citrate, and 
dextrose. Its moisture content is not 
more than 1.0 percent. The penicillin 
used conforms to the requirements of 
§ 146a.24(a), except the limitation of 
penicillin K content and except subpar¬ 
agraphs (1), (2), and (4) of § 146a.24 
(a), but its potency is not less than 300 
units per milligram. Each diluent con¬ 
forms to the standards prescribed there¬ 
for by the U. S. P. 

(b) Packaging. Unless the penicillin 
for surface application is enclosed in foil 
or plastic film and such enclosure is a 
tight container as defined by the U. S. P., 
except the provision that it shall be 
capable of tight reclosure, the imme¬ 
diate container shall be a tight container 
as so defined. The composition of the 
immediate container, or of the foil or 
film enclosure, shall be such as will not 
cause any change in the strength, qual¬ 
ity, or purity of the contents beyond any 
limit therefor in applicable standards, 
except that minor changes so caused 
which are normal and unavoidable in 
good packaging, storage, and distribution 
practice shall be disregarded. Each im¬ 
mediate container (except when its con¬ 
tent is two or more foil or film enclo¬ 
sures) and each foil or film enclosure 
shall contain not less than 10,000 units 
or more than 50,000 units and shall be so 
sealed that the contents cannot be used 
without destroying such seal. 

(c) Labeling —(1) It is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling require¬ 
ments prescribed by § 1.106(b) of this 
chapter (regulations issued under section 
502(f) of the act), each package shall 
bear on its label or labeling, as herein¬ 
after indicated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container: 

(a) The statement “Expiration date 

-,” the blank being filled in 

with the date that is 12 months after 
the month during which the batch was 
certified. 

(b) In case the drug is not sterile, the 
statement “Not sterile—Not for injec¬ 
tion—Not to be used in deep wounds or 
body cavities.” 

(ii) On the immediate container, the 
conditions under which solutions of peni¬ 
cillin for surface application should be 
stored, including a reference to their in¬ 
stability when stored under other con¬ 
ditions, and the statement “The mixture 
may be kept in refrigerator for 1 week 
without significant loss of potency,” un¬ 
less such information is contained in the 
circular or other labeling within or at¬ 
tached to the package. 


(iii) On the outside wrapper or con 
tainer the statement “Store in refried 
tor not above 15° C. (59° F.).” 

(2) It is packaged for dispensing and 
it is intended solely for veterinary use 
Its label and labeling shall comply with 
all the requirements prescribed by sub 
paragraph (1) of this paragraph, exceut 
that in lieu of the statement “Caution- 
Federal law prohibits dispensing without 
prescription” each package shaU include 
information containing directions and 
warnings adequate for the veterinary urp 
of the drug by the laity. 

(d) Requests for certification; $am- 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch of penicillin for surface appli- 
cation shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the penicillin used in 
making such batch was completed, the 
number of units in each immediate con¬ 
tainer or foil or film enclosure, the quan¬ 
tity of each ingredient used in making 
the batch, the date on which the latest 
assay of the drug comprising such batch 
was completed, and that the sodium 
chloride, milk sugar, sodium citrate, and 
dextrose used in making such batch con¬ 
form to the standards prescribed there¬ 
for by the U. S. P. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; average potency per 
immediate container or foil or film en¬ 
closure. moisture. 

(ii) The penicillin used in making the 
batch; potency, toxicity, moisture, pH. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch; one immediate con¬ 
tainer or, if the drug is packed in foil or 
film enclosures, one such enclosure for 
each 5,000 such containers or enclosures 
in the batch, but in no case less than 20 
such containers or enclosures, collected 
by taking single containers or enclosures 
at such intervals throughout the entire 
time of packaging the batch, that the 
quantities packed during the intervals 
are approximately equal. 

(ii) The penicillin used in making the 
batch; five packages containing approxi¬ 
mately equal portions of not less than 60 
milligrams each, packaged in accord¬ 
ance with the requirements of § 146a.24 
(b). 

(iii) In case of an initial request for 
certification, each other substance used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously 
submitted. 
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(p) Fees. The fee for the services 
rendered with respect to each batch of 
nenicillin for surface application under 
L regulations in this part shall be: 

ri) $100 for each immediate container 
nr foil or film enclosure, whichever is the 
greatest number, in the samples sub¬ 
mitted in accordance with paragraph (d) 
m (i) of this section; $4.00 for each 
narkage submitted in accordance with 
paragraph (d) (3) (ii) and (iii) of this 
section ; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such containers or enclosures, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter, for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146a.34 Tablets aluminum penicillin. 

(a) Standards of identity, strength , 
quality, and purity. Tablets aluminum 
penicillin are tablets composed of alumi¬ 
num penicillin and sodium benzoate, 
with or without one or more suitable and 
harmless diluents, binders, lubricants, 
colorings, and flavorings. The potency 
of each tablet is not less than 50,000 
units, and if it is less than 100,000 units 
it is “unscored”. Each tablet contains 
0.3 gram of sodium benzoate. Its mois¬ 
ture content is not more than 2 percent. 
Tablets not exceeding 15 millimeters in 
diameter, or not intended only for pre¬ 
paring solutions, shall disintegrate 
within 1 hour. The aluminum penicillin 
used conforms to the requirements of 
§ 146a.42(a) for aluminum penicillin ex¬ 
cept subparagraphs (2) and (3) thereof. 
Each other substance used in the prep¬ 
aration of aluminum penicillin tablets, 
if its name is recognized in the U.S.P. or 
N.P., conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(b) Packaging. Unless each tablet 
aluminum penicillin is enclosed in 
foil or plastic film and such enclosure 
is a tight container as defined by the 
U. S. P., except the provision that it shall 
be capable of tight reclosure, the im¬ 
mediate container shall be a tight con¬ 
tainer as so defined. The immediate 
container may also contain a desiccant 
separated from the tablets by a plug of 
cotton or other like material. The com¬ 
position of the immediate container, or 
of the foil or film enclosure, shall be 
such as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in appli¬ 
cable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. The number of tablets in the 
immediate container is such that the 
total number of units therein is not less 
than 300,000. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
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prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label or labeling, as hereinafter indi¬ 
cated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date- 

the blank being filled in with the date 
that is 24 months after the month dur¬ 
ing which the batch was certified. 

(ii) On the outside wrapper or con¬ 
tainer, the statement “Store in refrig¬ 
erator not above 15° C. (59° F.)” or 
“Store below 15° C. (59° F.).” 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of tablets in such batch, the 
number of tablets of the batch pack¬ 
aged into dispensing-size containers dur¬ 
ing each day’s packaging operations, the 
number of units in each tablet, the date 
on which the latest assay of the drug 
comprising such batch was completed, 
the batch mark and date (unless sub¬ 
mitted previously) on which the latest 
assay of the penicillin used in making 
such batch was completed, the quantity 
of each ingredient used in making the 
batch, and a statement that each such 
ingredient conforms to the requirements 
prescribed therefor, if any, by this 
section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: 

(a) If the person who requests certifi¬ 
cation is the manufacturer of the batch: 
Average potency, average moisture, and, 
if required by paragraph (a) of this sec¬ 
tion, disintegration time of tablets col¬ 
lected during the time of tableting the 
batch; and, unless the tablets are pack¬ 
aged into dispensing-size containers 
immediately after they are compressed, 
average moisture of tablets collected dur¬ 
ing each day of packaging the batch. 

(b) If the person who requests cer¬ 
tification is not the manufacturer of the 
batch: Average potency, average mois¬ 
ture, and, if required by paragraph (a) 
of this section, disintegration time of 
tablets collected during each day the 
tablets are being packaged into dispens¬ 
ing-size containers. 

(ii) The aluminum penicillin used in 
making the batch; potency, moisture, 
pH, toxicity, and penicillin K content. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
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such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch: 

(a) For potency and moisture: 

(1) if the person who requests certifi¬ 
cation is the manufacturer of the batch: 
One tablet for each 5,000 tablets in the 
batch, but in no case less than 30 tablets 
collected by taking single tablets at such 
intervals throughout the entire time of 
tableting the batch that the quantities 
tableted during the intervals are ap¬ 
proximately equal; 

(2) If, after tableting, such person 
packages the batch into dispensing-size 
containers: 20 tablets collected at equal 
intervals during each day the tablets are 
being packaged, except that this sample 
is not required if the tablets are packaged 
immediately after they are compressed; 
or 

(3) If the person who requests certifi¬ 
cation is not the manufacturer of the 
batch (for the purposes of certification 
a batch shall be that number of tablets 
filled by such person into dispensing-size 
containers during each day’s packaging 
operations): One tablet for each 5,000 
tablets in the batch, but in no case less 
than 30 tablets collected by taking single 
tablets at such intervals throughout each 
day of packaging the tablets that the 
quantities packaged during the intervals 
are approximately equal. 

(b) For distintegration time: 6 tablets. 

(ii) The aluminum penicillin used in 
making the batch; 6 packages, each con¬ 
taining approximately equal portions of 
not less than 300 milligrams each, pack¬ 
aged in accordance with the require¬ 
ments of § 146a.42 (b). 

(iii) In case of an initial request for 
certification, each other substance used 
in making the batch; one package of 
each containing approximately five 
grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 

(3) (ii) of this paragraph, is required 
if such result or sample has been previ¬ 
ously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
tablets aluminum penicillin under this 
part shall be: 

(1) $0.75 for each tablet in the sam¬ 
ples submitted in accordance with para¬ 
graph (d) (3) (i) (a) U) and (3) of this 
section; $3.00 for the samples submitted 
in accordance with paragraph (d) (3) (i) 
(a) (2) and (b) of this section; $4.00 for 
each package in the samples submitted 
in accordance with paragraph (d)(3) 

(ii) and (iii) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such tablets and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter, for the 
issuance of a certificate, the costs of 
such investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
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maintained in accordance with § 146.8 
(d) of this chapter. 

§ 116a.35 Penicillin sulfonamide pow¬ 
der (calcium penicillin sulfonamide 
powder, crystalline penicillin sul¬ 
fonamide powder). 

(a) Standards of identity, strength, 
quality, and purity. Penicillin sulfona¬ 
mide powder is composed of calcium pen¬ 
icillin or crystalline penicillin and one 
or both of the sulfonamides, sulfanila¬ 
mide and sulfathiazole. It is sterile. Its 
moisture content is not more than 1.0 
percent. The quantity of each sulfona¬ 
mide used is not more than 0.05 gram 
for each 100 units of penicillin used. 
The penicillin used conforms to the re¬ 
quirements of § 146a.24(a) except the 
limitation on penicillin K content and 
except subparagraphs (1) and (4) of 
§ 146a.24 (a), but its potency is not less 
than 300 units per milligram. Each 
sulfonamide used conforms to the stand¬ 
ards prescribed therefor by the U. S. P. 

(b) Packaging. In all cases, the im¬ 
mediate container of penicillin sulfona¬ 
mide powder shall be a tight container 
as defined by the U. S. P., except the pro¬ 
vision that it shall be capable of tight 
reclosure, shall be sterile at the time of 
filling and closing, and shall be of such 
composition as will not cause any change 
In the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. If the penicillin sulfonamide 
powder is packaged for “dusting” pur¬ 
poses each package shall contain not less 
than 5,000 units of penicillin. If the 
penicillin sulfonamide powder is pack¬ 
aged for dental use it shall be pack¬ 
aged in immediate containers of color¬ 
less, transparent glass meeting the test 
for glass containers of type I or type n 
prescribed by the U. S. P. The glass 
containers shall be open at both ends, 
one of which is constricted, both ends 
shall be capable of closure with rubber 
stoppers, and each such container shall 
contain not less than 500 units of peni¬ 
cillin. Each package of penicillin sul¬ 
fonamide powder for dental use shall 
contain a suitable device for insufflation 
purposes. 

(c) Labeling —(1) It is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on its label or labeling, as 
hereinafter indicated, the following: 

(i) On the outside wrapper or con¬ 
tainer and immediate container: 

(a) The statement “Expiration date 

-,” the blank being filled in, 

if crystalline penicillin is used, with the 
date that is 24 months, or if crystalline 
penicillin is not used, with the date that 
is 9 months after the month during 
which the batch was certified. 

(b) If crystalline penicillin is not used, 
the statement “Store in refrigerator not 
above 15° C. (59° F.).” 

(ii) On the label and the labeling, af¬ 
ter the name “penicillin sulfonamide 
powder,” wherever it appears, the words 


“with-,” in juxtaposition with 

such name, the blank being filled in with 
the name of the sulfonamide used. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification of 
a batch of penicillin sulfonamide powder 
shall submit with his request a statement 
showing the batch mark, the number of 
packages of each size in such batch, the 
batch mark and (unless it was previously 
submitted) the date on which the latest 
assay of the penicillin used in making 
such batch was completed, the number 
of units in each container of penicillin 
sulfonamide powder, the quantity of each 
ingredient used in making the batch, the 
date on which the latest assay of the 
penicillin sulfonamide powder com¬ 
prising such batch was completed, and 
that such sulfonamide used in making 
the batch conforms to the requirements 
prescribed therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; average potency per 
container, average moisture, sterility. 

(ii) The penicillin used in making 
the batch; potency, sterility, toxicity, 
moisture, pH, crystallinity and heat 
stability if it is crystalline penicillin and 
the penicillin G content if it is crystal¬ 
line penicillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represen¬ 
tative samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in the batch, but in 
no case less than 5 immediate containers, 
unless each such container is packaged 
to contain more than 1 gram, in which 
case the sample shall consist of 1 gram 
for each 5,000 immediate containers in 
the batch, but in no case less than 5 
grams. 

(b) For sterility testing; 10 immediate 
containers. 

Such samples shall be collected by tak¬ 
ing single immediate containers or 
1-gram portions at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The penicillin used in making the 
batch: 

(a) For all tests except sterility; 5 
packages, or in the case of crystalline 


penicillin 10 packages, each containing 
approximately equal portions of not w 
than 60 milligrams. 


(b) For sterility testing; 10 packages 
each containing approximately equal 
portions of not less than 300 milligrams 
Such samples shall be packaged in aT 
cordance with the requirements of 
§ 146a.24 (b). or 

(iii) In case cf an initial request for 
certification, each sulfonamide used in 
making the batch; one package of each 
containing approximately five grams 

(4) No result referred to in subpara 
graph ( 2 ) (ii) of this paragraph, and no 
sample referred to in subparagraph ( 3 ) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch of peni¬ 
cillin sulfonamide powder under the reg¬ 
ulation in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i) (a) 
(ii) (a), and (iii) of this section; $10.00 
for all containers submitted in accord¬ 
ance with paragraph (d) (3) (i) (6) of 
this section; $10.00 for all containers 
submitted in accordance with paragraph 
(d) (3) (ii) (b) of this section. 

(2) If the Commissioner considers that 
investigations, other than examination of 
such penicillin sulfonamide powder and 
packages, are necessary to determine 
whether or not such batch complies with 
the requirements of § 146.3 of this chap¬ 
ter for the issuance of a certificate, the 
cost of such investigations. 


The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter. 


§ 146a.36 Penicillin vaginal supposi¬ 
tories. 


(a) Standards of identity, strength, 
quality, and purity. Penicillin vaginal 
suppositories are suppositories composed 
of sodium penicillin, calcium penicillin, 
potassium penicillin, or procaine peni¬ 
cillin in a base of spermaceti and cocoa 
butter. The potency of each suppository 
is not less than 100,000 units; its mois¬ 
ture content is not more than 1.0 per¬ 
cent. The sodium penicillin, calcium 
penicillin, and potassium penicillin used 
conform to the requirements of § 146a.24 
(a), except § 146a.24(a) (1), (2), (3), 
and (4), but its potency is not less than 
300 units per milligram. The procaine 
penicillin used conforms to the require¬ 
ments of §146a.44(a), except § 146a.44 
(a) (2), (3), and (4). The spermaceti 
and cocoa butter used conform to the 
standards prescribed therefor by the 
U.S.P. 

(b) Packaging. I n all cases, the im¬ 
mediate container of penicillin vaginal 
suppositories shall be a tight container 
as defined by the U. S. P., except the pro¬ 
vision that it shall be capable of tight 
reclosure, and shall be of such composi¬ 
tion as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
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nees so caused which are normal and 
Voidable in good packaging, storage, 
[distribution practice shall be dis- 
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Hr) Labeling— (1> It is packaged for 
musing and intended solely for hu - 
a i/se. In addition to the labeling re- 
cements prescribed by § 1.106(b) of 
s chapter (regulations issued under 
•tion 502(f) of the act), each package 
Mil bear on the label or labeling, as 
-reinafter indicated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container, the 

Ktement “Expiration date- ,” 

the blank being filled in with the date 
Ithatis 12 months after the month during 
Uich the batch was certified, except 

iat the blank may be filled in with the 
mate that is 18 months after the month 
during which the batch was certified if 
the person who requests certification has 
■submitted to the Commissioner results 
of tests and assays showing that after 
having been stored for such period of 
.time such drug as prepared by him com¬ 
plies with the standards prescribed by 
aragraph (a) of this section. 

(ii) On the outside wrapper or con¬ 
tainer, the statement “Store in re- 
Ifrigerator not above 15° C. (59° F.).” 

I (2) It is packaged for dispensing and 
J intended solely for veterinary use. Its 
■label and labeling shall comply with all 
■the requirements prescribed by subpara- 
Igraph (1) of this paragraph, except that 
I in lieu of the statement “Caution: Fed- 
Jeral law prohibits dispensing without 
I prescription” each package shall include 
I information containing directions and 
I warnings adequate for the veterinary use 
I of the drug by the laity. 

I (d) Requests for certification; 

I samples. (1) In addition to complying 

■ with the requirements of § 146.2 of this 
I chapter, a person who requests certifica- 
I tlon of a batch shall submit with his re- 
I quest a statement showing the batch 

■ mark, the number of suppositories in 
I such batch, the number of suppositories 
I of the batch packaged into dispensing- 
I size containers during each day’s pack- 
1 aging operations, the number of units in 

each suppository, the date on which the 
latest assay of the drug comprising such 
I batch was completed, the date (unless 
submitted previously) on which the 
I latest assay of the penicillin used in 
I making such batch was completed, the 
I quantity of each ingredient used in mak¬ 
ing the batch, and a statement that such 
ingredient conforms to the requirements 
prescribed therefor, if any, by this 
I section. 

J (2) Except as otherwise provided by 
I subparagraph (4) of this paragraph such 
person shall submit in connection with 
I his request results of the tests and assays 
I listed after each of the following, made 
by him on an accurately representative 
I sample of: 

(i) The batch: 

(a) If the person who requests cer¬ 
tification is the manufacturer of the 
batch: Average potency and average 
moisture of suppositories collected dur¬ 
ing the time of making the batch, and, 
unless the suppositories are packaged 
into dispensing-size containers immedi¬ 
ately after they are molded, average 
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moisture of suppositories collected dur¬ 
ing each day of packaging the batch. 

(b) If the person who requests cer¬ 
tification is not the manufacturer of the 
batch: Average potency and average 
moisture of suppositories collected dur¬ 
ing each day the suppositories are being 
packaged into dispensing-size containers. 

(ii) The penicillin used in making the 
batch; potency, moisture, pH, penicillin 
K content (unless it is crystalline sodium, 
potassium, or procaine penicillin G), 
crystallinity if it is crystalline penicillin, 
heat stability if it is crystalline sodium 
or potassium penicillin, the penicillin G 
content if it is crystalline sodium or po¬ 
tassium penicillin G, and the procaine 
penicillin G content if it is procaine pen¬ 
icillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph such 
person shall submit in connection with 
his request in the quantities hereinafter 
indicated, accurately representative sam¬ 
ples of the following: 

(i) The batch: 

(a) If the person who requests certifi¬ 
cation is the manufacturer of the batch: 
One suppository for each 5,000 supposi¬ 
tories in the batch, but in no case less 
than 30 suppositories collected by taking 
single suppositories throughout the en¬ 
tire time of making the batch that the 
quantities made during the intervals are 
approximately equal. 

(b) If, after making, such person 
packages the batch into dispensing-size 
containers: 20 suppositories collected at 
equal intervals during each day the sup¬ 
positories are being packaged, except 
that this sample is not required if the 
suppositories are packaged immediately 
after they are made; or 

(c) If the person who requests certifi¬ 
cation is not the manufacturer of the 
batch (for the purposes of certification, 
a batch shall be that number of sup¬ 
positories filled by such person into dis¬ 
pensing-size containers during each day’s 
packaging operations): One suppository 
for each 5,000 suppositories in the batch, 
but in no case less than 30 suppositories 
collected by taking single suppositories 
at such intervals throughout each day 
of packaging the suppositories that the 
quantities packaged during the intervals 
are approximately equal. 

(ii) The penicillin used in making the 
batch; 6 packages, or in the case of crys¬ 
talline penicillin 10 packages, each con¬ 
taining approximately equal portions of 
not less than 60 milligrams if it is not 
procaine penicillin, and not less than 300 
milligrams, if it is procaine penicillin, 
packaged in accordance with the re¬ 
quirements of § 146a.24 (b) or § 146a.44 
(b). 

(iii) In case of an initial request for 
certification, the spermaceti and cocoa 
butter used in making the batch; one 
package of each containing, respectively, 
approximately 10 grams and 100 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required if 
such result or sample has been previ¬ 
ously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
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penicillin vaginal suppositories under 
the regulations in this part shall be: 

(1) $0.75 for each suppository in the 
samples submitted in accordance with 
paragraph (d) (3) (i) (a) and (c) of this 
section; $3.00 for each sample submitted 
in accordance with paragraph (d) (3) (i) 
(b) of this section; $4.00 for each pack¬ 
age submitted in accordance with para¬ 
graph (d)(3) (ii) and (iii) of this 
section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such suppositories and packages, 
are necessary to determine whether or 
not such batch complies with the re¬ 
quirements of b 146.3 of this chapter for 
the issuance of a certificate, the cost of 
such investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 

(d) of this chapter. 

§ 146a.37 Buffered crystalline penicillin. 

Buffered crystalline penicillin con¬ 
forms to all requirements prescribed by 
§ 146a.24 for crystalline penicillin, and is 
subject to all procedures prescribed by 
§ 146a.24 for crystalline penicillin, except 
that: 

(a) It contains the buffer sodium cit¬ 
rate in a quantity not less than 4.0 per¬ 
cent and not more than 5.0 percent by 
weight of its total solids; such sodium 
citrate conforms to the standards pre¬ 
scribed therefor by the U. S. P.; 

(b) If it is crystalline penicillin G, the 
penicillin G content is corrected for the 
sodium citrate content; 

(c) The immediate container, if it is 
packaged for dispensing, shall bear, in 
lieu of the statement prescribed for crys¬ 
talline penicillin by § 146a.24(c) (1) (ii), 
the statement “Sterile solution may be 
kept in refrigerator for 1 week without 
significant loss of potency,” unless such 
information is contained in the circular 
or other labeling within or attached to 
the package from which it is dispensed; 

(d) A person who requests certifica¬ 
tion of a batch shall submit with his 
request a statement showing the quan¬ 
tity of sodium citrate used in making the 
batch, that such sodium citrate con¬ 
forms to the requirements prescribed 
therefor by this section, and in case of 
an initial request for certification he 
shall submit an accurately representa¬ 
tive sample of such sodium citrate con¬ 
sisting of approximately 5 grams; and 

(e) The fee for the services rendered 
with respect to the sample of sodium 
citrate submitted in accordance with the 
requirements prescribed therefor by this 
section shall be $4.00. 

(f) Exemption of buffered crystalline 
penicillin G from certification: Buffered 
crystalline penicillin G that conforms to 
the requirements of this section shall be 
exempt from the requirements of sections 
502 (1) and 507 of the act, if it complies 
with the following conditions: 

(1) The outside wrapper or container 
and the immediate container bear an 
expiration date not more than 36 

months after the month during which 

_ 
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the batch was last assayed and released 
by the manufacturer; and 

(2) If it is intended for use by man, 
its labeling as required by § 1.106(b) (3) 
of this chapter bears information for 
its use only in the following conditions: 

(i) Staphylococcic infections with and 
without bacteremia. 

(ii) Hemolytic streptococcic infec¬ 
tions including bacteremia. 

(iii) Anaerobic streptococcic infec¬ 
tions. 

(iv) Pneumococcic infections. 

(v) Gonococcic infections. 

(vi) Syphilis. 

(vii) Anthrax. 

(viii) As an adjunct to specific anti¬ 
toxin therapy for clostridial infections. 

(ix) Bacterial endocarditis due to 
penicillin-sensitive organisms. 

(x) Diphtheria, with antitoxin ther¬ 
apy. 

(xi) Pulmonary suppuration due to 
penicillin-sensitive organisms. 

(xii) Vincent’s infection. 

(xiii) Erysipeloid (swine erysipelas). 

(xiv) Meningococcic infections. 

(xv) For the prevention of possible 
secondary infection following tonsillec¬ 
tomy and tooth extraction in patients 
with a history of rheumatic fever or 
rheumatic heart disease, in congenital 
heart disease, and in other conditions in 
which secondary infection may occur; or 

(3) It is intended solely for veterinary 
use and is conspicuously so labeled, and 
its labeling bears information that the 
drug is for use cnly in the treatment of 
one or more of the following conditions, 
and further, bears directions and warn¬ 
ings adequate for such use: 

(i) Bovine mastitis caused by Strepto¬ 
coccus agalactiae. 

(ii) Leptospirosis in dogs. 

(iii) Osteomyelitis. 

(iv) Peritonitis. 

(v) Strangles of horses. 

(vi) Equine pneumonia. 

(vii) Early tetanus, with antitoxin 
therapy. 

(viii) Calf pneumonia. 

(ix) Calf diphtheria. 

(x) Pyelonephritis in cattle. 

(xi) Blackleg. 

(xii) Malignant edema. 

(xiii) Early anthrax. 

(xiv) Metritis. 

(xv) Bovine actinomycosis. 

(xvi) Swine erysipelas in turkeys. 

If such drug is represented for use in 
milk-producing animals, its labeling 
shall bear the statement required by 
§ 146.14 of this chapter. 

§ 146a.38 Capsules buffered penicillin 
with pectin hydrolysate (capsules 
buffered potassium penicillin with 
pectin hydrolysate). 

(a) Standards, of identity, strength, 
quality and purity. Capsules buffered 
penicillin with pectin hydrolysate are 
capsules composed of potassium penicil¬ 
lin with pectin hydrolysate and sodium 
citrate enclosed in a hard gelatin capsule. 
The potassium penicillin with pectin hy¬ 
drolysate is prepared by lyophilizing a 
solution containing one part potassium 
penicillin and three parts of pectin hy¬ 
drolysate by weight. The potency of 
each capsule is not less than 50,000 units. 


Its moisture content is not more than 
4.0 percent. The penicillin used con¬ 
forms to the requirements prescribed by 
§ 146a.24(a) for potassium penicillin ex¬ 
cept § 146a.24(a), (2) and (4). The pec¬ 
tin hydrolysate is obtained by mild hy¬ 
drolysis of pectin with sodium hydroxide 
and hydrochloric acid. It is a free flow¬ 
ing and opalescent solution light tan to 
beige in color and is precipitated by the 
lower alcohols and ketones. Its pH is 6.0 
to 7.0. It is substantially free of any 
turbidity or undissolved material. The 
pectin used conforms to the standards 
prescribed by the N. F. The sodium 
citrate and the sodium hydroxide and 
hydrochloric acid used in the preparation 
of the pectin hydrolysate conform to the 
standards prescribed therefor by the 
U.S.P. 

(b) Packaging. Unless each capsule 
of buffered penicillin with pectin hy¬ 
drolysate is enclosed in foil or plastic 
film and such enclosure complies with 
the definition of a tight container as 
prescribed by the U. S. P., except the 
provision that it shall be capable of tight 
reclosure, the immediate container shall 
be a tight container as so defined. The 
immediate container may also contain 
a desiccant separated from the capsules 
by a plug of cotton or other like mate¬ 
rial. The composition of the immediate 
container, or of the foil or film enclo¬ 
sure, shall be such as will not cause any 
change in the strength, quality, or pur¬ 
ity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused which are 
normal and unavoidable in good pack¬ 
aging, storage, and distribution practice 
shall be disregarded. The number of 
capsules in the immediate container is 
such that the total number of units 
therein is not less than 300,000. 

(c) Labeling —(1) It is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on the outside wrapper or 
container the statement “Expiration 

date-,” the blank being filled 

in with the date that is 12 months after 
the month during which the batch was 
certified. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary 
use of the drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of capsules in such batch, the 
number of capsules of the batch pack¬ 
aged into dispensing-size containers dur¬ 
ing each day’s packaging operations, the 
number of units in each capsule, the 



date on which the latest assay of the dn 
comprising such batch was complete, 
the batch mark and (unless submit 
previously) the date on which the ho! 
assay <* the penicillin used in mak 7‘ 
such batch was completed, the quanta 
of each ingredient used in making th 
batch, and a statement that each % ri 
ingredient conforms to the requiremen 
prescribed therefor, if any, bv th 
section. 11 

(2) Except as otherwise provided ii 
subparagraph (4) of this paragraph sue] 
person shall submit in connection witl 
his request results of the tests and assay 
listed after each of the following, mad 
by him on an accurately representativi 
sample of: 

(i) The batch: 

(a) If the person who requests cer 
tification is the manufacturer of thi 
batch: Average potency and averagj 
moisture of capsules collected during thi 
time of capsuling the batch and, unles 
the capsules are packaged in dispensing, 
size containers immediately after they 
are capsuled, average moisture of cap- 
sules collected during each day of pack¬ 
aging the batch. 

(b) If the person who requests certifi- 
cation is not the manufacturer of the 
batch: Average potency and averagi 
moisture of capsules collected durir 
each day the capsules are being package 
into dispensing-size containers. 

(ii) The penicillin used in making the^ 
batch; potency, toxicity, moisture, pH,I 
penicillin K content (unless it is crystal-l 
line penicillin G), crystallinity, and heat] 
stability, and if it is crystalline penicillic 
G, penicillin G content. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities herein¬ 
after indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) If the person who requests cer-l 
tification is the manufacturer of the] 
batch: One capsule for each 5,000 cap¬ 
sules in the batch, but in no case less 
than 30 capsules collected by taking 
single capsules at such intervals through¬ 
out the entire time of capsuling the batch 
that the quantities capsuled during the 
intervals are approximately equal; 

(b) If, after capsuling, such person 
packages the batch into dispensing-size 
containers: 20 capsules, collected at equal 
intervals during each day the capsules 

being packaged, except that this 


are 


or 


sample is not required if the capsules are 
packaged immediately after they are 
capsuled; 


(c) If the person who requests certifi¬ 
cation is not the manufacturer of the 
batch (for the purpose of certification, a 
batch shall be that number of capsules 
filled by such person into dispensing- 
size containers during each day’s pack¬ 
aging operations): One capsule for I 
each 5,000 capsules in the batch, but in 
no case less than 30 capsules collected | 
by taking single capsules at such inter¬ 
vals throughout each day of packaging 
the capsules that the quantities pack¬ 
aged during the intervals are approxi¬ 
mately equal. 
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■ m) penicillin used in making the 
» " V. ten packages containing approxi- 
eKriely equal portions of not less than 60 
sKifoKrams each, packaged in accordance 
rHSSi the requirements of § 146a.24 (b). 

In case of an initial request for 
hBrftification, one package of approxi¬ 
mately 250 cc. of the pectin hydrolysate 
itEd one package of approximately five 
ijELis of the sodium citrate used in mak- 
®Tthe batch, one package of approxi¬ 
mately 50 cc. of the hydrochloric acid, 
:Kd one package of approximately five 
tXuns of the sodium hydroxide used in 
Preparing the pectin hydrolysate. 
jW ( 4 ) no result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
Ko sample referred to in subparagraph 
K) (ii) of this paragraph, is required if 
r Buch result or such sample has been pre¬ 
viously submitted. 

M (e) Fees. The fee for the services 
Rendered with respect to each batch of 
sMapsules buffered penicillin with pectin 
: Vydrolysate under the regulations in this 

Mart shall be: 

v (i) $0.75 for each capsule in the sam- 
Ales submitted in accordance with para- 
Braph (d) (3) (i) (a) and (c) of this sec- 
'■(ion; $3.00 for the sample submitted in 
Accordance with paragraph (d) (3) (i) (b) 
e Hof this section; $4.00 for each package 
Bubmitted in accordance with paragraph 
•d)( 3 ) (ii) and (iii) of this section. 

I (2) If the Commissioner considers 
Shat investigations, other than exami- 
■nation of such capsules and packages, 
‘■are necessary to determine whether or 
Snot such batch complies with the re¬ 
quirements of § 146.3 of this chapter for 
I the issuance of a certificate, the cost of 
■such investigations. 

[■The fee prescribed by subparagraph 
Si) of this paragraph shall accompany 
■the request for certification unless 
■such fee is covered by an advance de- 

■ posit maintained in accordance with 
H § 146.8 (d) of this chapter. 

■§ 146a.39 Capsules procaine penicillin 
I in oil. 

I (a) Standards of identity, strength, 
mqmlity , and purity. Capsules procaine 
■penicillin in oil are capsules composed 
■of procaine penicillin, aluminum mono- 
■stearate, and seasame oil or peanut oil, 
■enclosed in a suitable and harmless soft 
■gelatin capsule. The potency of each 
■capsule is not less than 200,000 units. 
■Its moisture content is not more than 2.5 
■percent. The procaine penicillin used 
■conforms to the standards prescribed by 

■ U46a.44(a) except § 146a.44(a) (2) and 

■ (3). Each other ingredient used, if its 

■ name is recognized in the U.S.P. or N.F. 

■ conforms to the standards prescribed 

■ therefor by such official compendium. 

I (b) Packaging. In all cases the im- 

■ mediate container shall be a tight con- 

■ tainer as defined by the U. S. P. and shall 

■ be of such composition as will not cause 

■ any change in the strength, quality, or 

■ Purity of the contents beyond any limit 
I therefor in applicable standards, except 
I that minor changes so caused which are 

■ normal and unavoidable in good packag- 

■ ing, storage, and distribution practice 
I shall be disregarded. 

I (c) Labeling —(1) It is packaged for 
I dispensing and intended for use by man. 


In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
the outside wrapper or container and the 
immediate container the statement “Ex¬ 
piration date -the blank 

being filled in with the date that is 18 
months after the month during which 
the batch was certified. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary 
use of the drug by the laity. 

(d) Request for certification; samples. 

(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the penicillin used in 
making such batch was completed, the 
number of units in each capsule, the 
quantity of each ingredient used in mak¬ 
ing the batch, the date on which the lat¬ 
est assay of the drug comprising such 
batch was completed, and a statement 
that each ingredient used in making the 
batch conforms to the requirements pre¬ 
scribed therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; average potency per 
capsule and average moisture. 

(ii) The penicillin used in making the 
batch; potency, toxicity, moisture, pH, 
penicillin K content (unless it is procaine 
penicillin G), crystallinity, and the pro¬ 
caine penicillin G content. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch; 1 capsule for each 5,000 
capsules in the batch, but in no case less 
than 30 capsules, collected by taking sin¬ 
gle capsules at such intervals throughout 
the entire time of capsuling the batch 
that the quantities capsuled during the 
intervals are approximately equal. 

(ii) The penicillin used in making the 
batch; 10 packages each containing ap¬ 
proximately equal portions of not less 
than 300 milligrams, packaged in ac¬ 
cordance with the requirements of 
§ 146a.44 (b). 

(iii) In case of an initial request for 
certification, the sesame oil or peanut 
oil and each other ingredient used in 
making the batch; 1 package of each 
containing, respectively, approximately 
250 grams and approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 


no sample referred to in subparagraph 

(3) (ii) of this paragraph, is required if 
such result or sample has been previ¬ 
ously submitted. 

(e) Fees. The fee for the services 
rendfered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $0.75 for each capsule in the 
sample submitted in accordance with 
paragraph (d) (3) (i) of this section; 
$4.00 for each package in the samples 
submitted in accordance with paragraph 
(d) (3) (ii) and (iii) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such capsules and packages are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with 5 146.8 (d) of 
this chapter. 

§ 146a.40 Penicillin bougies (sodium 
penicillin bougies, calcium penicillin 
bougies, potassium penicillin bougies, 
procaine penicillin bougies, penicillin 
bougies sodium salt, penicillin boug¬ 
ies calcium salt, penicillin bougies 
potassium salt, penicillin bougies 
procaine salt). 

(a) Standards of identity, strength, 
quality , and purity. Penicillin bougies 
are bougies composed of sodium penicil¬ 
lin, calcium penicillin, potassium peni¬ 
cillin; or procaine penicillin in an excip¬ 
ient of polyethylene glycol or of one or 
more other suitable and harmless dilu¬ 
ents, binders, and lubricants. The po¬ 
tency of each bougie is not less than 
25,000 units. Its moisture content is not 
more than 1.0 percent, except if it con¬ 
tains procaine penicillin, its moisture 
content is not more than 2.0 percent. 
The sodium penicillin, calcium penicillin, 
or potassium penicillin used conforms to 
the requirements of § 146a.24(a), except 
the limitation on penicillin K content 
and except § 146a.24(a) (1), (2), (3), 
and (4), but its potency is not less than 
300 units per milligram. The procaine 
penicillin used conforms to the require¬ 
ments of § 146a.44(a), except the limita¬ 
tion on penicillin K content and except 
§ 146a.44(a) (2), (3), and (4). Each 
other substance used, if its name is rec¬ 
ognized in the U.S.P. or N.F., conforms to 
the standards prescribed therefor by 
such official compendium. 

(b) Packaging. Unless each penicillin 
bougie is enclosed in foil or plastic film 
and such enclosure is a tight container as 
defined by the U. S. P., except the pro¬ 
vision that it shall be capable of tight 
reclosure, the immediate container shall 
be a tight container as so defined. The 
immediate container may also contain a 
desiccant separated from the bougies by 
a plug of cotton or other like material. 
The composition of the immediate con¬ 
tainer, or of the foil or film enclosure, 
shall be such as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
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changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be 
disregarded. 

(c) Labeling. Each package of peni¬ 
cillin bougies shall bear, on its label or 
labeling as hereinafter indicated, the 
following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark; 

(ii) The number of units in each 
bougie of the batch; 

(iii) The statement “Expiration date 

-,” the blank being filled in, 

if crystalline penicillin or procaine peni¬ 
cillin is used without the addition of an 
excipient of polyethylene glycol, with 
the date which is 36 months; or if crys¬ 
talline penicillin or procaine penicillin 
is used with the addition of an excipient 
of polyethylene glycol, with the date 
which is 24 months, or if crystalline peni¬ 
cillin or procaine penicillin is not used, 
with the date which is 12 months after 
the month during which the batch was 
certified. 

(iv) If the excipient is polyethylene 
glycol, the statement “Store in refrig¬ 
erator not above 15° C. (59° F.) ”, unless 
the person who requests certification has 
submitted to the Commissioner results of 
tests and assays showing that his drug 
is stable at room temperature; 

(v) The statement “For veterinary 
use only.” 

(2) On the circular or other labeling 
within or attached to the package, if it 
is packaged for dispensing, adequate di¬ 
rections and warnings for the veterinary 
use of such drug by the laity. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark, the 
number of bougies in such batch, the 
number of bougies of the batch packaged 
into dispensing-size containers during 
each day’s packaging operations, the 
number of units in each bougie, the date 
on which the latest assay of the drug 
comprising such batch was completed, 
the date (unless submitted previously) 
on which the latest assay of the penicil¬ 
lin used in making such batch was com¬ 
pleted, the quantity of each ingredient 
used in making the batch, and a state¬ 
ment that such ingredient conforms to 
the requirements prescribed therefor, if 
any, by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch : 

(a) If the person who requests cer¬ 
tification is the manufacturer of the 
batch: Average potency and average 
moisture of bougies collected during the 
time of making the batch, and, unless the 
bougies are packaged into dispensing- 
size containers immediately after they 
are made, average moisture of bougies 
collected during each day of packaging 
the batch. 


(b) If the person who requests cer¬ 
tification is not the manufacturer of the 
batch: Average potency and average 
moisture of bougies collected during each 
day the bougies are being packaged into 
dispensing-size containers. 

(ii) The penicillin used in making the 
batch; potency, moisture, pH, crystal¬ 
linity, and heat stability if it is crystal¬ 
line sodium or potassium penicillin, the 
penicillin G content if it is crystalline 
sodium or potassium penicillin G, and 
the procaine penicillin G content if it is 
crystalline procaine penicillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request in the quantities herein¬ 
after indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch : 

(a) If the person who requests cer¬ 
tification is the manufacturer of the 
batch: One bougie for each 5,000 bougies 
in the batch, but in no case less than 30 
bougies collected by taking single bougies 
at such intervals throughout the entire 
time of making the batch that the quan¬ 
tities made during the intervals are ap¬ 
proximately equal. 

(b) If, after making, such person 
packages the batch into dispensing-size 
containers: 20 bougies collected at equal 
intervals during each day the bougies 
are being packaged, except that this 
sample is not required if the bougies are 
packaged immediately after they are 
made; or 

(c) If the person who requests cer¬ 
tification is not the manufacturer of the 
batch (for the purposes of certification, 
a batch shall be that number of bougies 
filled by such person into dispensing-size 
containers during each day’s packaging 
operations): One bougie for each 5,000 
bougies in the batch, but in no case less 
than 30 bougies collected by taking sin¬ 
gle bougies at such intervals throughout 
each day of packaging the bougies that 
the quantities packaged during the in¬ 
tervals are approximately equal. 

(ii) The penicillin used in making the 
batch; 5 packages, or in the case of crys¬ 
talline penicillin 10 packages, each con¬ 
taining approximately equal portions of 
not less than 60 milligrams if it is not 
procaine penicillin and not less than 300 
milligrams if it is procaine penicillin, 
packaged in accordance with the re¬ 
quirements of § 146a.24 (b) or § 146a.44 
(b). 

(iii) In case of an initial request for 
certification, each polyethylene glycol 
and each other ingredient used in mak¬ 
ing the batch; one package of each con¬ 
taining approximately 25 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch of peni¬ 
cillin bougies under the regulations in 
this part shall be: 

(1) $0.75 for each bougie in the sam¬ 
ples submitted in accordance with para¬ 
graph (d) (3) (i) (a) and (c) of this 
section; $3.00 for each sample submitted 


in awui uance «n (3W<J 

<b> of this section; $4.00 for each d&«* 1 
age submitted in accordance with SI 
graph (d) (3) (ii) and (iii) of this seS/ 
«>.» the Commissioner «S& 
that investigations other than examinaJ 
tion of such bougies and packages arJ 
necessary to determine whether or nnfl 
such batch complies with the reaulrpj 
ments of § 146.3 of this chapter for thJ 
issuance of a certificate, the cost of suctf 
investigations. ^ 


The fee prescribed by subparagraDh! 
(1) of this paragraph shall accompany 
the request for certification unless! 
such fee is covered 1 by an advance del 
posit maintained in accordance with 
§ 146.8 (d) of this chapter. 


§ 146a.41 Crystalline penicillin andl 
epinephrine in oil. 


(a) Standards of identity , strength I 
quality, and purity. Crystalline penicilJ 
lin and epinephrine in oil is a suspension 
of crystalline penicillin and epinephrine 
in a menstruum of refined peanut oil 
sesame oil. Each milliliter has a po¬ 
tency of 300,000 units and contains 
milligram of epinephrine. Its moisture 
content is not more than 0.2 percent.! 
It is sterile. The penicillin used con¬ 
forms to the requirements of § 146a.24 
(a) for crystalline penicillin. The epi-| 
nephrine, peanut oil, and sesame oil used| 
conform to the standards present 
therefor by the U.S.P. 

(b) Packaging. The immediate con-| 
tainer of crystalline penicillin and epi-l 
nephrine in oil shall be of colorless trans¬ 
parent glass so closed as to be a tight! 
container as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that its contents! 
cannot be used without destroying such! 
seal, and shall be of such composition as 
will not cause any change in the strength,! 
quality, or purity of the contents beyond] 
any limit therefor in applicable stand¬ 
ards, except that minor changes sol 
caused which are normal and unavoid-] 
able in good packaging, storage, and dis¬ 
tribution practice shall be disregarded.] 
The quantity of crystalline penicillin and 
epinephrine in oil in each such container 
shall be not less than one milliliter and 
not more than 20 milliliters unless it is 
packaged for repacking. Unless it is 
packaged for repacking each container! 
shall be filled with a volume of crystal¬ 
line penicillin and epinephrine in oil in 
excess of that designated, which excess 
shall be sufficient to permit the with¬ 
drawal and the administration of the j 
volume indicated whether administered] 
in either single or multiple doses. 

(c) Labeling —(1) It is packaged for | 

dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
the outside wrapper or container and the 
immediate container the statement “Ex¬ 
piration date _,” the blank 

being filled in with the date that is 18 
months after the month during which] 
the batch was certified. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its! 
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, ah -i and labeling shall comply with all 
Ureauirements prescribed by subpara- 
®! nh ( 1 ) of this paragraph, except that 
?i? eu of the statement “Caution: Fed- 
ral law prohibits dispensing without 
Prescription” each package shall include 
information containing directions and 
turnings adequate for the veterinary use 
of the drug by the laity. 

(d) Requests for certification; sam¬ 
ples (l) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter a person who requests certification 
of a batch of crystalline penicillin and 
epinephrine in oil shall submit with his 
request a statement showing the batch 
mark the number of packages of each 
size in such batch, the batch mark and 
(unless it was previously submitted) 
the date on which the latest assay of the 
penicillin used in making such batch was 
completed, the number of units in each 
of such packages, the quantity of each 
ingredient used in making the batch, 
the date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted, and that the epinephrine, peanut 
oil or sesame oil used in making such 
batch conforms to the requirements pre¬ 
scribed therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency, sterility, mois¬ 
ture and epinephrine content. 

(ii) The penicillin used in making the 
batch; potency, sterility, toxicity, pyro¬ 
gens, moisture, pH, penicillin K content 
(unless it is crystalline penicillin G), 
crystallinity, heat stability and the peni¬ 
cillin G content if it is crystalline peni¬ 
cillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
indicated, accurately representative sam¬ 
ples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
package for each 6,000 packages in the 
batch, but in no case less than 5 pack¬ 
ages. 

(b) For sterility testing; 10 packages. 

Such samples shall be collected by tak¬ 
ing single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The penicillin used in making 
the batch: 

(a) For all tests except sterility; 10 
packages, each containing approximately 
equal portions of not less than 60 milli¬ 
grams. 

(b) For sterility testing; 10 packages, 
each containing approximately equal 
portions of not less than 300 milligrams. 

Such samples shall be packaged in ac¬ 
cordance with the requirements of 

§ 146a.24 (b). 

(iii) In case of an initial request for 
certification, the epinephrine and the 
peanut oil or sesame oil used in making 
the batch; one package of each contain- 
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ing approximately 2 grams and 250 
grams, respectively. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch of 
crystalline penicillin and epinephrine in 
oil under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i) (a), 
(ii) (a), and (iii) of this section; $10.00 
for all containers submitted in accord¬ 
ance with paragraph (d) (3) (i) (b) of 
this section; $10.00 for all containers 
submitted in accordance with paragraph 
(d) (3) (ii) (b) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tions of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fees prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter. 

§ 146a.42 Aluminum penicillin (alu¬ 
minum penicillin sail). 

(a) Standards of identity, strength, 
quality, and purity . Aluminum penicil¬ 
lin is the insoluble aluminum salt of a 
kind of penicillin or a mixture of two or 
more such salts, but the quantity of any 
salt of penicillin K therein is not more 
than 30 percent. Each such drug is so 
purified and dried that: 

(1) Its potency is not less than 500 
units per milligram; 

(2) It is sterile; 

(3) It is nonpyrogenic; 

(4) It is non toxic; 

(5) Its moisture content is not more 
than 3 percent; and 

(6) Its pH in saturated aqueous solu¬ 
tion is not less than 3.5 and not more 
than 4.5. 

(b) Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition as 
will not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 

(c) Labeling . Each package of alumi¬ 
num penicillin shall bear on its outside 
wrapper or container and the immedi¬ 
ate container as hereinafter indicated, 
the following: 

(1) The batch mark; 

(2) The weight of the drug and the 
number of units in the immediate con¬ 
tainer; 
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(3) The statement “Expiration date 

_”, the blank being filled in with 

the date which is 12 months after the 
month during which the batch was certi¬ 
fied. 

(4) The statement “Store in refriger¬ 
ator not above 15° C. (59° F.)” or “Store 
below 15° C. (59° F.)”; 

(5) The statement “For manufactur¬ 
ing use'only”; 

(6) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 

(d) Request for certification, check 
tests and assays; samples. (1) In addi¬ 
tion to complying with the requirements 
of § 146.2 of this chapter, a person who 
requests certification of a batch of alu¬ 
minum penicillin shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size in the batch, the weight of the 
drug and the number of units in each 
package, and (unless it was previously 
submitted) the date on which the latest 
assay of the drug comprising the batch 
was completed. Such request shall be 
accompanied or followed with results of 
the tests and assays made by him on 
the batch for potency, sterility, pyrogens, 
toxicity, moisture, pH, and the penicillin 
K content. 

(2) Such person shall submit in con¬ 
nection with his request an accurately 
representative sample of the batch, con¬ 
sisting of the following: 

(i) For all tests except sterility; 6 
packages. 

(ii) For sterility testing; 10 packages. 

Each such package shall contain ap¬ 
proximately 300 milligrams taken from 
different parts of such batch, and each 
shall be packaged in accordance with 
the requirements of paragraph (b) of 
this section. 

(3) In connection with contemplated 
requests for certification of batches of 
another drug in the manufacture of 
which aluminum penicillin is to be used, 
the manufacturer of a batch which is to 
be so used may request the Commissioner 
to make check tests and assays on a 
sample of such batch taken as prescribed 
by subparagraph (2) of this paragraph. 
From the information required by sub- 
paragraph (1) of this paragraph may be 
omitted results of tests and assays not 
required for the batch when used in such 
other drug. The Commissioner shall re¬ 
port to such manufacturer results of each 
check test and assay as are so requested. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (2) (i) and 
(3) of this section; $10.00 for all con¬ 
tainers submitted in accordance with 
paragraph (d) (2) (ii) of this section. 

(2) If the Commissioner considers 
that investigations, other than the exam¬ 
ination of such immediate containers, 
are necessary to determine whether or 
not such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 
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The fee prescribed by subparagraph 

(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter. 

§ 146a.43 Aluminum penicillin in oil. 

(a) Standards of identity , strength, 
quality, and purity. Aluminum penicil¬ 
lin in oil is a suspension of aluminum 
penicillin in a menstruum of refined pea¬ 
nut oil or sesame oil. Its potency is 
300,000 units per milliliter. Its moisture 
content is not more than 1.5 percent. 
It is sterile. The aluminum penicillin 
used conforms to the requirements of 
§ 146a.42(a). The peanut oil or sesame 
oil used conforms to the standards pre¬ 
scribed therefor by the UJS.P. 

(b) Packaging. The immediate con¬ 
tainer of aluminum penicillin in oil shall 
be of colorless, transparent glass, so closed 
as to be a tight container as defined by 
the U. S. P., shall be sterile at the time 
of filling and closing, shall be so sealed 
that its contents cannot be used without 
destroying such seal, and shall be of such 
composition as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. The quantity of aluminum pen¬ 
icillin in oil in each such container shall 
be not less than 1 milliliter and not more 
than 20 milliliters, unless it is packaged 
for repacking. Unless it is packaged for 
repacking, each container shall be filled 
with a volume of aluminum penicillin in 
oil in excess of that designated, which 
excess shall be sufficient to permit the 
withdrawal and the administration of 
the volume indicated, whether adminis¬ 
tered in either single or multiple doses. 

(c) Labeling —(1) It is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
this chapter, (regulations issued under 
section 502(f) of the act), each package 
shall bear on its label or labeling, as 
hereinafter indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date_ 

the blank being filled in with the date 
that is 12 months after the month during 
which the batch was certified. 

(ii) On the outside wrapper or con¬ 
tainer, the statement “Store in refrig¬ 
erator not above 15° C. (59° F.).” 

(2) It is packaged for dispensing and 
is intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary 
use of the drug by the laity. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch of aluminum penicillin in oil 
shall submit with his request a state¬ 


ment showing the batch mark, the num¬ 
ber of packages of each size in such 
batch, the batch mark and (unless it 
was previously submitted) the date on 
which the latest assay of the aluminum 
penicillin used in making such batch was 
completed, the number of units in each 
of such packages, the quantity of each 
ingredient used in making the batch, the 
date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted, and that the peanut oil or sesame 
oil used in making such batch conforms 
to the requirements prescribed therefor 
by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch; potency, sterility, mois¬ 
ture. 

(ii) The aluminum penicillin used in 
making the batch; potency, sterility, 
toxicity, pyrogens, moisture, pH, penicil¬ 
lin K content. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
package for each 5,000 packages in the 
batch, but in no case less than 5 pack¬ 
ages. 

<b) For sterility testing; 10 packages. 

Such samples shall be collected by tak¬ 
ing single packages at such intervals 
throughout the entire time of pack¬ 
aging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The aluminum penicillin used in 
making the batch: 

(a) For all tests except sterility; 6 
packages, each containing approximately 
equal portions of not less than 300 milli¬ 
grams. 

(5) For sterility testing: 10 packages, 
each containing approximately equal 
portions of not less than 300 milligrams. 

Such samples shall be packaged in ac¬ 
cordance with the requirements of 
§ 146a.42 (b). 

(iii) In case of an initial request for 
certification, the peanut oil or sesame 
oil used in making the batch; one pack¬ 
age of each containing approximately 
250 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if 
such result or sample has been previ¬ 
ously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
aluminum penicillin in oil under the 
regulations in this part shall be: 

(1) $8.00 for each package in the 
sample submitted in accordance with 
paragraph (d) (3) (i) (a) of this sec¬ 
tion; $4.00 for each package in the 
samples submitted in accordance with 
paragraph (d) (3) (ii) (a) and (iii) of 
this section; $10.00 for all containers 


submitted in accordance with paragraph 
(d) (3) (i) ( b ) of this section; $10 00?or 
all containers submitted in accordant 
with paragraph (d) (3) (ii) (b) 0 f thi* 
section. 13 


( 2 ) If the Commissioner considers that 

investigations, other than the examina 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of § 146 3 
of this chapter for the issuance of a 
certificate, the cost of such investiea 
tions. 


The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § hr b 
( d) of this chapter. 

§ 146a.44 Procaine penicillin (penicillin 
procaine sail), procaine penicillin G 
(penicillin G procaine salt). 

(a) Standards of identity , strength 
quality , and purity. Procaine penicillin 
is the crystalline procaine salt of a kind 
of penicillin, or a mixture of two or more 
such salts prepared from procaine hy¬ 
drochloride that complies with all the 
standards prescribed by the U.S.P., ex¬ 
cept for the color of the crystals and 
penicillin, but the quantity of any salt of 
penicillin K therein is not more than 30 
percent; procaine penicillin G is pro¬ 
caine penicillin which contains not less 
than 85 percent by weight of the pro¬ 
caine salt of penicillin G. Each such 
drug is so purified and dried that: 

(1) Its potency is not less than 900 
units per milligram; 

(2) It is sterile; 

(3) It is nonpyrogenic; 

(4) It is nontoxic; 

(5) Its moisture content is not more 
than 4.2 percent; and 

(6) Its pH in saturated aqueous solu¬ 
tion is not less than 5 and not more than 
7.5. 

(b) Packaging. In all cases the imme¬ 
diate containers shall be tight contain¬ 
ers as defined by the U. S. P., shall be 
sterile at the time of filling and closing, 
shall be so sealed that the contents can¬ 
not be used without destroying the seal, 
and shall be of such composition as will 
not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 

(c) Labeling. Each package of pro¬ 
caine penicillin shall bear on its outside 
wrapper or container and the immediate 
container as hereinafter indicated, the 
following: 

(1) The batch mark; 

(2) The weight of the drug and the 
number of units in the immediate con¬ 
tainers; 

(3) The statement “Expiration date 

-,” the blank being filled in 

with the date which is 36 months after 
the month during which the batch was 
certified, except that the blank may be 
filled in with the date which is 48 months 
or 60 months after the month during 
which the batch was certified, if the per¬ 
son who requests certification has sub¬ 
mitted to the Commissioner results of 







FEDERAL REGISTER 


13111 


Saturday, December 29, 1962 


I«ts and assays showing that after hav- 
r been stored for such period of time 
’ h drug as prepared by him complies 
,2th the standards prescribed by para¬ 
graph (a) of this section. 

' ( 4 ) The statement “For manufactur¬ 
er s^The statement “Caution: Federal 
uw prohibits dispensing without pre- 

scription.’ 

(d) Request for certification, check 
tests and assays; samples. (1) In addi¬ 

tion to complying with the requirements 
of § 146.2 of this chapter, a person who 
requests certification of a batch of pro¬ 
caine penicillin shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size in the batch, the weight of the drug 
and the number of units in each pack¬ 
age and (unless it was previously sub¬ 
mitted) the date on which the latest 
assay of the drug comprising the batch 
was completed. Such request shall be 
accompanied or followed by the results 
of tests and assays made by him on the 
batch for potency, sterility, toxicity, 
pyrogens, moisture, pH, crystallinity, 
penicillin K content (unless it is pro¬ 
caine penicillin G), and the penicillin G 
content if it is procaine penicillin G. 

(2) Such person shall submit with his 
request an accurately representative 
sample of the batch, consisting of the 
following: . .... 

(i) For all tests except sterility; 10 
packages. 

(ii) For sterility testing; 10 packages. 


Each such package shall contain ap¬ 
proximately 300 milligrams taken from 
a different part of such batch, and each 
shall be packaged in accordance with the 
requirements of paragraph (b) of this 
section. 

(3) In connection with contemplated 
requests for certification of batches of 
another drug in the manufacture of 
which procaine penicillin is to be used, 
the manufacturer of a batch which is to 
be so used may request the Commis¬ 
sioner to make check tests and assays on 
a sample of such batch taken as pre¬ 
scribed by subparagraph (2) of this 
paragraph. From the information re¬ 
quired by subparagraph (1) of this para¬ 
graph may be omitted results of tests 
and assays not required for the batch 
when used in such other drug. The 
Commissioner shall report to each manu¬ 
facturer results of such check tests and 
assays as are so requested. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (2) (i) and 
(3) of this section; $10.00 for all contain¬ 
ers submitted in accordance with para¬ 
graph (d) (2) (ii) of this section. 

(2) If the Commissioner considers 
that investigations other than the exami¬ 
nation of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless 


such fee is covered by an advance de¬ 
posit maintained in accordance with 
§ 146.8 (d) of this chapter. 

§ 146a.45 Procaine penicillin in oil. 

(a) Standards of identity, strength, 
quality and purity. Procaine penicillin 
in oil is a suspension of procaine penicil¬ 
lin in refined peanut oil or sesame oil, 
with or without the addition of one or 
more suitable and harmless dispersing 
agents and with or without the addition 
of a hardening agent. If it is intended 
solely for veterinary use and is conspicu¬ 
ously so labeled, it may contain nitro- 
furazone or adrenocorticotropic hormone 
(ACTH). Its potency is 300,000 units 
per milliliter, except if it is packaged 
and labeled solely for veterinary use. Its 
moisture content is not more than 1.4 
percent. It is sterile, unless it is pack¬ 
aged and labeled solely for udder 
instillations of cattle or subcutaneous 
injection in fowl. The procaine peni¬ 
cillin used conforms to the requirements 
of § 146a.44 (a), except if the batch of 
procaine penicillin in oil is packaged and 
labeled solely for udder instillations of 
cattle, the penicillin used is exempt from 
the requirements of paragraph (a) (2), 

(3), and (4) of that section, or if the 
batch of procaine penicillin in oil is 
packaged and labeled solely for subcuta¬ 
neous injection in fowl, the penicillin 
used is exempt from the requirements 
of paragraph (a) (2) and (3) of that 
section. The sesame oil and peanut oil 
used conform to the standards prescribed 
therefor by the U.S.P. The hardening 
agent is a refined hydrogenated and de¬ 
odorized peanut oil free from rancidity; 
it has an iodine value of not more than 
10 ; its free fatty acid content as oleic 
acid is not more than of 1 percent, 
and its melting point is 64° C., ±2° C. 

(b) Packaging. The immediate con¬ 
tainer of procaine penicillin in oil shall be 
of colorless transparent glass (unless it 
is packaged to contain a single dose), so 
closed as to Le a tight container as de¬ 
fined by the U. S. P., shall be sterile at the 
time of filling and closing, and shall be so 
sealed that its contents cannot be used 
without destroying such seal, except if it 
is labeled solely for udder instillations of 
cattle or subcutaneous injection in fowl 
it may be packaged in plastic or col¬ 
lapsible tubes which shall be well-closed 
containers as defined by the U. S. P. The 
immediate container shall be of such 
composition as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limitation therefor 
in applicable standards, except that mi¬ 
nor changes so caused which are normal 
and unavoidable in good marketing, stor¬ 
age, and distribution practice shall be 
disregarded. The quantity of procaine 
penicillin in oil in each such container 
shall be not less than 1 milliliter and not 
more than 20 milliliters, unless it is 
packaged for repacking or is packaged 
and labeled solely for veterinary use. 
Unless it is packaged for repacking, each 
such container shall be filled with a vol¬ 
ume of procaine penicillin in oil in ex¬ 
cess of that designated, which excess 
shall be sufficient to permit the with¬ 
drawal and the administration of the 
volume indicated, whether administered 
in single or multiple doses. 


(c) Labeling —(1) It is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on its label or labeling, as 
hereinafter indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement ‘‘Expiration date-1—,” 

the blank being filled in, if it is packaged 
in plastic containers, with the date that 
is 12 months, or if its container is not 
plastic, with the date that is 36 months 
after the month during which the batch 
was certified, except that the blank may 
be filled in with the date that is 18 
months, 24 months, or 36 months if the 
container is plastic or 48 months or 60 
months if the container is not plastic, 
after the month during which the batch 
was certified, if the person who requests 
certification has submitted to the Com¬ 
missioner results of tests and assays 
showing that after having been stored 
for such period of time such drug as 
prepared by him complies with the 
standards prescribed by paragraph (a) 
of this section. 

(ii) On the outside wrapper or con¬ 
tainer and the immediate container, the 
statement “Shake well,” if it does not 
contain a hardening agent. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. (i) 
If it does not contain adrenocorticotropic 
hormone, it shall comply with subpara¬ 
graph (1) of this paragraph, except in 
lieu of the statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription” each package shall include 
adequate directions and warnings for 
the veterinary use of the drug by the 
laity, including a statement, if it is in¬ 
tended for subcutaneous injection in 
fowl, that it should be injected in the 
neck immediately behind the head. 

(ii) If it contains adrenocorticotropic 
hormone, it shall comply with § 1.106(c) 
of this chapter and with the require¬ 
ments of subparagraph (1) of this 
paragraph. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification of 
a batch of procaine penicillin in oil shall 
submit with his request a statement 
showing the batch mark, the number of 
packages of each size in such batch, the 
batch mark and (unless it was previously 
submitted) the date on which the latest 
assay of the procaine penicillin used in 
making such batch was completed, the 
number of units in each of such pack¬ 
ages, the quantity of each ingredient 
used in making the batch, the date on 
which the latest assay of the drug com¬ 
prising such batch was completed, and 
that each ingredient used in making such 
batch conforms to the requirements pre¬ 
scribed therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and as¬ 
says listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 
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(i) The batch; potency, sterility (un¬ 
less it is intended solely for udder instil¬ 
lations of cattle or subcutaneous injec¬ 
tion in fowl), and moisture. 

(ii) The procaine penicillin used in 
making the batch; potency, toxicity, (un¬ 
less it is intended for udder instillations 
of cattle) moisture, pH, crystallinity, 
penicillin K content (unless it is crystal¬ 
line penicillin G), procaine penicillin G 
content if it is procaine penicillin G, and, 
unless the batch of procaine penicillin in 
oil is intended solely for udder instilla¬ 
tions of cattle or subcutaneous injection 
in fowl, sterility or pyrogens. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch 

(a) For all tests except sterility; one 
package for each 5,000 packages in the 
batch, but in no case less than 5 pack¬ 
ages. 

(b) For sterility testing; 10 packages. 

Such samples shall be collected by tak¬ 
ing single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The procaine penicillin used in 
making the batch: 

(a) For all tests except sterility; 10 
packages, each containing approxi¬ 
mately equal portions of 300 milligrams. 

(b) For sterility testing; 10 packages, 
each containing approximately equal 
portions of 300 milligrams. 

Such samples shall be packaged in ac¬ 
cordance with the requirements of 
§ 146a.44 (b). 

(iii) In case of an initial request for 
certification, the peanut oil or sesame 
oil and each dispersing and hardening 
agent or other ingredient used in making 
the batch; one package of each contain¬ 
ing, respectively, approximately 250 
grams and 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fees for the services 
rendered with respect to each batch of 
procaine penicillin in oil under the regu¬ 
lations in this part shall be: 

(1) $4.00 for each package in the sam¬ 
ples submitted in accordance with para¬ 
graph (d) (3) (i) (a); (ii) (a), and (iii) 
of this section; $10.00 for all containers 
submitted in accordance with paragraph 
(d) (3) (i) (b) of this section; $10.00 for 
all containers submitted in accordance 
with paragraph (d) (3) (ii) (b) of this 
section. 

(2) If the Commissioner considers that 
investigations, other than examination 
of such packages, are necessary to deter¬ 
mine whether or not such batch complies 
with the requirements of § 146.3 of this 
chapter for the issuance of a certificate, 
the cost of such investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 


fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter. 

§ 146a.46 Crystalline penicillin for in¬ 
halation therapy. 

(a) Standards of identity , strength , 
quality, and purity . Crystalline penicil¬ 
lin for inhalation therapy is crystalline 
sodium penicillin, potassium penicillin, or 
procaine penicillin, with or without one 
or more suitable and harmless diluents. 
Its moisture content is not more than 1.5 
percent if it is crystalline sodium or po¬ 
tassium penicillin, and not more than 4.2 
percent if it is procaine penicillin. The 
crystalline penicillin used conforms to 
the requirements of § 146a.24(a) except 
subparagraphs (2) and (4) of that para¬ 
graph. The procaine penicillin used 
conforms to the requirements of § 146a. 
44(a), except subparagraphs (2) and (3) 
of that paragraph. Each diluent used, if 
its name is recognized in the U.SJ?. or 
N.F. conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(b) Packaging. The immediate con¬ 
tainer of crystalline penicillin for in¬ 
halation therapy shall be a tight con¬ 
tainer as defined by the U. S. P.; its 
closure shall be one through which a 
hypodermic needle cannot be introduced; 
and the container shall be of such com¬ 
position as will not cause any change in 
the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. Each such container shall 
contain not less than 50,000 units and 
each may be packaged in combination 
with a container of the solvent, distilled 
water U. S. P., physiological salt solution 
U. S. P., physiological salt solution with 
the preservative chlorobutanol, or a 
solution of propylene glycol in distilled 
water. 

(c) Labeling. In addition to the 
labeling requirements prescribed by 
§ 1.106(b) of this chapter (regulations 
issued under section 502(f) of the act), 
each package shall bear on the outside 
wrapper or container and the immediate 
container, as hereinafter indicated, the 
following: 

(1) The statement “Expiration date 

-,” the blank being filled in, if 

crystalline sodium penicillin or potas¬ 
sium penicillin is used, without a diluent, 
with the date that is 36 months, or if 
procaine penicillin is used, without a 
diluent, with the date that is 24 months, 
or if a diluent is used, with the date that 
is 18 months after the month during 
which the batch was certified. 

(2) If it is packaged in combination 
with a container of a solvent, the state¬ 
ment “ Warning —Not for injection/* 

(d) Request for certification ; samples . 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch of crystalline penicillin for inhala¬ 
tion therapy shall submit with his re¬ 
quest a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 


(unless previously submitted) the dat* 
on which the latest assay of the penicii 
lin used in making such batch was com 
pleted, the number of units in each 
immediate container, the quantity*} 
each diluent used in making the batch 
the date on which the latest assay of the 
drug comprising such batch was com 
pleted, and a statement that each dilu' 
ent used in making the batch conforms 
to the requirements prescribed therefor 
if any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency and moisture 

(ii) The penicillin used in making the 
batch; potency, toxicity, moisture, pH 
penicillin K content (unless it is crystal¬ 
line penicillin G), crystallinity if it is 
crystalline penicillin, heat stability if it 
is crystalline sodium or potassium peni¬ 
cillin, the penicillin G content if it is 
crystalline sodium or potassium peni¬ 
cillin G, and the procaine penicillin G 
content if it is procaine penicillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
indicated, accurately representative 
samples of the following: 

(i) The batch; one immediate con¬ 
tainer for each 5,000 immediate con¬ 
tainers in the batch, but in no case less 
than 5 immediate containers collected 
by taking single immediate containers, 
before or after labeling at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The penicillin used in making the 
batch; 10 packages, each containing ap¬ 
proximately equal portions of not less 
than 60 milligrams if it is not procaine 
penicillin, and not less than 300 milli¬ 
grams if it is procaine penicillin, pack¬ 
aged in accordance with the require¬ 
ments of § 146a.24 (b) or § 146a.44 (b). 

(iii) In case of an initial request for 
certification, each diluent used in mak¬ 
ing the batch; one package of each con¬ 
taining approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 

(3) (ii) of this paragraph, is required if 
such result or sample has been pre¬ 
viously submitted. 

(e) Fees . The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i)» 
(ii), and (iii) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 
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fee prescribed by subparagraph 
®f n f this paragraph shall accompany 
rea uest for certification unless such 
Z u covered by an advance deposit 
Maintained in accordance with 1146.8 
, d) of this chapter. 

146a.47 Procaine penicillin for aque- 
ous injection. 

/ a ) Standards of identity , strength, 

' [iiv and purity . Procaine penicillin 
fnr aaueous injection is a dry mixture of 
nrocaine penicillin and one or more suit¬ 
able and harmless suspending or dis¬ 
persing agents, with or without one or 
Ire suitable and harmless preserva¬ 
tives and buffer substances, or it is an 
aqueous suspension of procaine penicil¬ 
lin and one or more suitable and harm¬ 
less suspending or dispersing agents, 
buffer substances, and preservatives, ex¬ 
cept that preservatives are not required 
if the immediate container is packaged 
to contain a single dose and is conspic¬ 
uously so labeled. If it is an aqueous 
suspension of the drug, it may contain 
procaine hydrochloride in a concentra¬ 
tion not exceeding 2.0 percent, one or 
more suitable and harmless stabilizing 
agents, and, if it is intended solely for 
veterinary use, it may contain cortisone 
or a suitable derivative of cortisone. It 
is so purified that: 

(1) If it is an aqueous suspension of 
the drug, each container or each milli¬ 
liter shall contain not less than 300,000 
units; 

(2) It is sterile; 

(3) If it is the dry mixture of the 
drug, its moisture content is not more 
than 4.2 percent; 

(4) It is nonpyrogenic; 

(5) It is nontoxic; and 

(6) Its pH in saturated aqueous solu¬ 
tion is not less than 5.0 and not more 
than 7.5. 


The procaine penicillin used conforms 
to the requirements of § 146a.44 (a). 
Each other substance, if its name is rec¬ 
ognized in the U. S. P. or N. F., conforms 
to the standards prescribed therefor by 
such official compendium. 

(b) Packaging, In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P., shall be 
sterile at the time of filling and closing, 
shall be so sealed that the contents can¬ 
not be used without destroying such seal, 
and shall be of such composition as will 
not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and 
distribution practice shall be disregarded. 
In case it is packaged for dispensing, it 
shall be in immediate containers of col¬ 
orless, transparent glass, closed by a 
substance through which a hypodermic 
needle may be introduced and withdrawn 
without removing the closure or destroy¬ 
ing its effectiveness, unless it is the aque¬ 
ous suspension of the drug and it is pack¬ 
aged to contain a single dose. If it is 
the dry mixture of the drug, each such 
container shall contain 300,000 units, 
600,000 units, 900,000 units, 1,200,000 
^its, 1,500,000 units, or 3,000,000 units, 
unless it Is intended solely for veterinary 
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use and it is conspicuously so labeled. 
Each such container may be packaged in 
combination with a container of a suit¬ 
able aqueous diluent. If it is the aque¬ 
ous suspension of the drug, each such 
container shall contain not less than 1 
milliliter (unless it is packaged to con¬ 
tain a single dose) and not more than 
12 milliliters (unless it is intended solely 
for veterinary use and is conspicuously 
so labeled), and each shall be filled with 
a volume in excess of that designated, 
v/hich excess shall be sufficient to permit 
the withdrawal and the administration 
of the volume indicated, whether admin¬ 
istered in either single or multiple doses. 

(c) Labeling —(1) It is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on its label or labeling, as 
hereinafter indicated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement ‘‘Expiration date-,” 

the blank being filled in, if it is a dry 
mixture of the drug, with the date that is 
36 months, or if it is the aqueous suspen¬ 
sion of the drug, with the date that is 12 
months after the month during which 
the batch was certified, except that the 
blank may be filled in with the date that 
is 48 months or 60 months if it is the dry 
mixture of the drug, and 18 months, 24 
months, 36 months, or 48 months if it is 
the aqueous suspension of the drug, after 
the month during which the batch was 
certified, if the person who requests cer¬ 
tification has submitted to the Commis¬ 
sioner results of tests and assays showing 
that after having been stored for such 
period of time such drug as prepared by 
him complies with the standards pre¬ 
scribed by paragraph (a) of this section. 

(ii) On the immediate container, if it 
is a dry mixture of the drug, the con¬ 
ditions under which suspensions made 
from such drug should be stored, and the 
statement “Sterile suspension may be 
kept at room temperature for 1 week, or 
in a refrigerator for 3 weeks, without 
significant loss of potency/* unless this 
information is contained in the circular 
or other labeling within or attached to 
the package. 

(iii) On the outside wrapper or con¬ 
tainer, if it is the aqueous suspension of 
the drug, the statement “Store in re¬ 
frigerator not above 15° C. (59° F.)/* 
unless the person who requests certifica¬ 
tion has submitted to the Commissioner 
results of tests and assays showing that 
such drug as prepared by him complies 
with standards prescribed by paragraph 
(a) of this section after having been 
stored at room temperature. 

(iv) If it contains cortisone or a de¬ 
rivative of cortisone, after the name 
“procaine penicillin for aqueous injec¬ 
tion,” wherever it appears, the words 

“with_/'in juxtaposition with 

such name, the blank being filled in with 
the common or usual name of such in¬ 
gredient. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with 
all the following requirements: 


(i) If it does not contain cortisone or 
a derivative of cortisone, it shall comply 
with subparagraph (1) of this para¬ 
graph, except in lieu of the statement 
“Caution; Federal law prohibits dis¬ 
pensing without prescription” each 
package shall include information con¬ 
taining directions and warnings ade¬ 
quate for the veterinary use of the drug 
by the laity . 

(ii) If it contains cortisone or a de¬ 
rivative of cortisone, the label and label¬ 
ing of each package shall conform with 
the requirements prescribed by § 1.106(c) 
of this chapter and with the require¬ 
ments of subparagraph (1) of this para¬ 
graph. 

(d) Requests for certification; sam¬ 
ples, (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch of procaine penicillin for 
aqueous injection shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 
(unless it was previously submitted) the 
date on which the latest assay of the pro¬ 
caine penicillin used in making such 
batch was completed, the number of 
units in each of such packages, the 
quantity of each ingredient used in mak¬ 
ing the batch, the date on which the lat¬ 
est assay of the drug comprising such 
batch was completed, and a statement 
that each ingredient used in making the 
batch conforms to the requirements pre¬ 
scribed therefor, if any, by this section. 
If such batch, or any part thereof, is to 
be packaged with a solvent, such request 
shall also be accompanied by a statement 
that such solvent conforms to the re¬ 
quirements prescribed therefor by this 
section 

(2) Except as otherwise provided by 
subparagraph (5) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch; potency, sterility, mois¬ 
ture, pyrogens, toxicity, pH. 

(ii) The procaine penicillin used in 
making the batch; potency, crystallinity, 
penicillin K content (unless it is pro¬ 
caine penicillin G), and the penicillin G 
content if it is procaine penicillin G. 

(3) Except as otherwise provided by 
subparagraph (5) of this paragraph, if 
such batch is packaged for dispensing, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
immediate container for each 5,000 
immediate containers in such batch, 
but in no case less than 10 immediate 
containers. 

(b) For sterility testing; 10 immediate 
containers. 

Such samples shall be collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 
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(ii) The procaine penicillin used in 
making the batch; 3 packages containing 
approximately equal portions of not less 
than 500 milligrams each, packaged in 
accordance with the requirements of 
§ 146a.44 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5 grams. 

(iv) In case of an initial request for 
the certification of a batch of procaine 
penicillin for aqueous injection which is 
to be packaged in combination with an 
aqueous diluent which is not recognized 
by the U. S. P., or when any change is 
made in the composition of such diluent, 
five packages of the diluent included in 
the combination. 

(4) If such batch is packaged for re¬ 
packing, such person shall submit with 
his request a sample consisting of the 
following: 

(i) For all tests except sterility; 10 
packages. 

(ii) For sterility testing; 10 packages 

Each such package shall contain not less 
than approximately 300 milligrams 
taken from different parts of such batch, 
and each shall be packaged in accord¬ 
ance with the requirements of paragraph 

(b) of this section. 

(5) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 

(3) (ii) of this paragraph, is required if 
such result or sample has been previously 
submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i) 

(a) , (ii), (iii), (iv), and (4) (i) of this 
section. 

(2) $10.00 for all containers submitted 
in accordance with paragraph (d) (3) (i) 

(b) and (4) (ii) of this section. 

(3) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph 

(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter. 

§ 146a.48 Ephedrine penicillin (penicil¬ 
lin ephedrine salt), ephedrine peni¬ 
cillin G (penicillin G ephedrine salt). 

(a) Standards of identity, strength, 
quality, and purity. Ephedrine penicillin 
is the crystalline ephedrine salt of a kind 
of penicillin, or a mixture of two or more 
such salts prepared from ephedrine 
U. S. P. and penicillin, but the quantity of 
any salt of penicillin K therein is not 
more than 30 percent; ephedrine penicil¬ 
lin G is ephedrine penicillin which con¬ 
tains not less than 85 percent by weight 
of the ephedrine salt of penicillin G. 
Each such drug is so purified and dried 
that: 


(1) Its potency is not less than 1,000 
units per milligram; 

(2) It is sterile; 

(3) It is nontoxic; 

(4) It is nonpyrogenic; 

(5) Its moisture content is not more 
than 1.5 percent; 

(6) Its pH in aqueous solution of 30 
milligrams per milliliter is not less than 
5 and not more than 7.5. 

(b) Packaging. In all cases the imme¬ 
diate containers shall be tight containers 
as defined by the U. S. P., shall be sterile 
at the time of filling and closing, shall be 
so sealed that the contents cannot be 
used without destroying the seal, and 
shall be of such composition as will not 
cause any change in the strength, qual¬ 
ity, or purity of the contents beyond any 
limit therefor in applicable standards, 
except that minor changes so caused 
which are normal and unavoidable in 
good packaging, storage, and distribu¬ 
tion practice shall be disregarded. 

(c) Labeling. Each package of ephed¬ 
rine penicillin shall bear on its outside 
wrapper or container and the immediate 
container as hereinafter indicated, the 
following: 

(1) The batch mark; 

(2) The weight of the drug and the 
number of units in the immediate con¬ 
tainer; 

(3) The statement ‘‘Expiration date 

-”, the blank being filled 

in with the date which is 12 months af¬ 
ter the month during which the batch 
was certified. 

(4) The statement ‘‘For manufactur¬ 
ing use only;” 

(5) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 

(d) Requests for certification, check 
tests and assays; samples. (1) In addi¬ 
tion to complying with the requirements 
of § 146.2 of this chapter, a person who 
requests certification of a batch of ephed¬ 
rine penicillin shall submit with his re¬ 
quest a statement showing the batch 
mark, the number of packages of each 
size in the batch, the weight of the drug 
and the number of units in each package, 
and (unless it was previously submitted) 
the date on which the latest assay of the 
drug comprising the batch was com¬ 
pleted. Such request shall be accom¬ 
panied or followed by the results of tests 
and assays made by him on the batch for 
potency, sterility, toxicity, pyrogens, 
moisture, pH, crystallinity, penicillin K 
content (unless it is ephedrine penicillin 
G), and the penicillin G content if it is 
ephedrine penicillin G. 

(2) Such person shall submit with his 
request an accurately representative 
sample of the batch, consisting of the 
following: 

(i) For all tests except sterility; 10 
packages. 

(ii) For sterility testing; 10 packages. 

Each such package shall contain ap¬ 
proximately 300 milligrams taken from 
a different part of such bath, and each 
shall be packaged in accordance with 
the requirements of paragraph (b) of 
this section. 

(3) In connection with the contem¬ 
plated requests for certification of 
batches of another drug in the manufac¬ 
ture of which ephedrine penicillin is to 


be used, the manufacturer of a bat I 
which is to be so used may request t9 
Commissioner to make check tests a^ 
assays on a sample of such batch taS 
as prescribed by subparagraph ( 2 ) , 
this paragraph. From the informatin 
required by subparagraph ( 1 ) of 
paragraph may be omitted results « 
tests and assays not required for n 
batch when used in such other dnS 
The Commissioner shall report to ear 
manufacturer results of such check tesl 
and assays as are so requested. 

(e) Fees. The fee for the service 
rendered with respect to each bate 
under the regulations in this part sha 
be: 

(1) $4.00 for each immediate contain 
in the samples submitted in accordan 
with paragraph (d) (2) (i) and (3) ( 
this section; $10.00 for all containei 
submitted in accordance with paraerah 
(d) (2) (ii) of this section. 

(2) If the Commissioner considei 
that investigations other than the ex 
amination of such immediate container 
are necessary to determine whether o 
not such batch complies with the re] 
quirements of § 146.3 of this chapter fj 
the issuance of a certificate, the cost c 
such investigations. 

The fee prescribed under subpara 
graph (1) of this paragraph shall ao 
company the request for certificatioi 
unless such fee is covered by an advanc 
deposit maintained in accordance witl 
§ 146.8 (d) of this chapter. 

§ 146a.49 Ephedrine penicillin tablets.! 

(a) Standards of identity, strength 
quality, and purity. Ephedrine penicil 
lin tablets are tablets composed of ephedl 
rine penicillin and one or more buffef 
substances, with or without one or morl 
suitable and harmless diluents, binder^ 
and lubricants. The potency of e 
tablet is not less than 30,000 units, 
moisture content is not more than 1| 
percent. When a tablet is dissolved j 
directed the potency of such solution ii 
not less than 4,000 units per millilite 
after it has been kept for one day i 
temperature of 15° C. (59° F). Such s 
lution is isotonic, and has a pH of 6.1) 
±0.2. The ephedrine penicillin usd 
conforms to the requirements of § 14 
(a) for ephedrine penicillin except subj 
paragraphs (2) and (4) of § 146a.48 ( 
Each buffer substance and preservative 
used, if their names are recognized in the] 
U.S.P. or N.F., conform to the standa ' 
prescribed therefor by such officia 
compendium. 

(b) Packaging. Unless each tablet t 
enclosed in foil or plastic film and such| 
enclosure is a tight container as defin 
by the U.S.P., except the provision V 
it shall be capable of tight reclosure, 1 
immediate container shall be a tight con-] 
tainer as so defined. The immedia! 
container may also contain a desiccanl 
separated from the tablets by a plug of 
cotton or other like material. The com¬ 
position of the immediate container, or 
of the foil or film enclosure, shall be sucl 
as will not cause any change in 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused which are normal and 
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..voidable In good packaging, storage, 

1 distribution practice shall be disre- 

’ tfLabeling— <1> It is packaged for 
^nsing and intended for use by man . 
Addition to the labeling requirements 
bribed by § 1.106(b) of this chapter 
ulations issued under section 502(f) 
fthe act), each package shall bear on 
[he outside wrapper or container and 
Lg immediate container, as hereinafter 
indicated, the following: 

(1) The statement. “Expiration date 

the blank being filled in 
f ith the" date that is 24 months after 
|the month during which the batch was 
*ertified. 

(ii) A statement giving the method of 
lissolving the tablets, and a statement 
jut distilled water U.SP. should be used. 

(iii) The conditions under which the 
[ciution should be stored, including a 
Reference to its instability when stored 
Junder other conditions, and a statement 
fprepare a fresh solution each 24 hours.” 

1 (iv) The statement “Warning —Not 
|or injection or oral use.” 

> (2) It is packaged for dispensing and 
L tended solely for veterinary use. .Its 
label and labeling shall comply with all 
[he requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
^Ueu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
[prescription” each package shall include 
iiformation containing directions and 
mings adequate for the veterinary 
|use of the drug by the laity. 

(d) Request for certification; samples. 
|(1) In addition to complying to the re¬ 
quirements of § 146.2 of this chapter, a 
person who requests certification of a 
[batch of ephedrine penicillin tablets 
lall submit with his request a statement 
ihowing the batch mark, the number of 
Ipackages of each size in such batch, the 
batch mark and (unless it was previously 
[submitted) the date on which the latest 
say of the ephedrine penicillin used in 
king such batch was completed, the 
|number of units in each tablet, the quan¬ 
tity of each ingredient used in making 
the batch, the date on which the latest 
assay of the drug comprising the batch 
was completed, and a statement that 
each ingredient used in making the batch 
conforms to the requirements prescribed 
therefor, if any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and as¬ 
says listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch; average potency per 
tablet and average moisture. 

(ii) The ephedrine penicillin used in 
making the batch; potency, toxicity, 
moisture, pH, penicillin K content (un¬ 
less it is ephedrine penicillin G), crystal¬ 
linity, and the penicillin G content if it is 
ephedrine penicillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
nis request, in the quantities hereinafter 
indicated, accurately representative 
samples of the following; 


(i) The batch; one tablet for each 
5,000 tablets in the batch, but in no case 
less than 30 tablets, collected by taking 
single tablets at such intervals through¬ 
out the entire time of tableting that the 
quantities tableted during the intervals 
are approximately equal. 

(ii) The ephedrine penicillin used in 
making the batch; six packages, each 
containing approximately equal portions 
of not less than 300 milligrams, packaged 
in accordance with the requirements of 
§ 146a.48 (b). 

(iii) In case of an initial request for 
certification, each buffer substance, dilu¬ 
ent, binder, and lubricant used in making 
the batch; one package of each, each 
containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required if 
such result or sample has been previously 
submitted. 

(e) Fees. The fee for services ren¬ 
dered with respect to each batch of 
ephedrine penicillin tablets under the 
regulations in this part shall be: 

(1) $0.75 for each tablet in the sample 
submitted in accordance with paragraph 
(d) (8) (i) of this section, $4.00 for each 
package in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (ii) 
and (iii) of this section; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such tablets and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless, such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 

§ 146a.50 Procaine penicillin and buf¬ 
fered crystalline penicillin for aque¬ 
ous injection. 

Procaine penicillin and buffered crys¬ 
talline penicillin for aqueous injection 
conforms to all requirements prescribed 
by § 146a.47 for the dry mixture of pro¬ 
caine penicillin for aqueous injection, 
and is subject to all procedures pre¬ 
scribed by § 146a.47 for the dry mixture 
of procaine penicillin for aqueous injec¬ 
tion, except that: 

(a) Each immediate container shall 
contain not less than 50,000 units of buf¬ 
fered crystalline penicillin for each 
300,000 units of procaine penicillin. 
The buffered crystalline penicillin con¬ 
forms to the requirements prescribed by 
§ 146a.37. 

(b) If it is packaged as a single dose 
and its immediate container has two 
compartments separated by a tight rub¬ 
ber seal, one compartment shall contain 
an aqueous suspension of procaine peni¬ 
cillin which conforms to all requirements 
and procedures prescribed by, § 146a.47 
and one compartment shall contain the 
dry buffered crystalline penicillin. 

(c) The circular or other labeling 
within or attached to the package, if it 


is packaged for dispensing, shall bear, 
in lieu of the statement prescribed by 
§ 146a.47(c) (1) (ii), the statement “Ster¬ 
ile suspension may be kept in refrigera¬ 
tor for_week(s) without significant 

loss of potency,” the blank being filled 
in with the figure “1,” or if the person 
who requests certification has submitted 
to the Commissioner results of tests and 
assays showing that such drug as pre¬ 
pared by him does not lose significant 
potency after having been stored in a 
refrigerator for 4 weeks, the blank may 
be filled in with the figure “4,” unless 
it is packaged to conform with para¬ 
graph (b) of this section. 

(d) In addition to complying with the 
requirements of § 146a.47 (d), a person 
who requests certification of a batch of 
procaine penicillin and buffered crystal¬ 
line penicillin for aqueous injection shall 
submit with his request a statement 
showing the batch mark and (unless it 
was previously submitted) the results 
and the date of the latest tests and assays 
of the buffered crystalline penicillin used 
in making the batch for potency, crystal¬ 
linity, heat stability, penicillin K content 
(unless it is buffered crystalline penicillin 
G) and the penicillin G content if it is 
buffered crystalline penicillin G, the 
number of units of procaine penicillin 
and the number of units of buffered 
crystalline penicillin in each immediate 
container of the batch. He shall also sub¬ 
mit in connection with his request a 
sample consisting of three packages con¬ 
taining approximately equal portions of 
not less than 250 milligrams each of the 
buffered crystalline penicillin used in 
making the batch. If such batch is 
packaged for repacking, each portion in 
the sample required by § 146a.47 (d) (4) 
shall consist of approximately 400 mil¬ 
ligrams in lieu of 300 milligrams. 

(e) The fees for the services rendered 
with respect to the samples submitted 
under the regulations in this section shall 
be: 

(1) $5.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with § 146a.47 (d) (3) (i) (a) 
and (4) (i). 

(2) $4.00 for each immediate container 
of buffered crystalline penicillin sub¬ 
mitted in accordance with the require¬ 
ments of paragraph (d) of this section. 

§ 146a.51 Buffered penicillin powder, 
penicillin powder with buffered aque¬ 
ous diluent. 

(a) Standards of identity, strength , 
quality, and purity. Buffered penicillin 
powder is a mixture of crystalline peni¬ 
cillin or procaine penicillin and suitable 
buffer substances, with or without pro¬ 
benecid, sodium salicylate and a suitable 
antihistaminic agent, with or without 
one or more suitable sulfonamides, and 
with or without the addition of one or 
more suitable and harmless diluents, 
colorings, and flavorings. Penicillin 
powder with buffered aqueous diluent is 
a packaged combination of one imme¬ 
diate container of crystalline penicillin 
or procaine penicillin, with or without 
suitable and harmless diluents, and one 
immediate container of an aqueous 
diluent containing suitable buffer sub- 
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stances and suitable and harmless pre¬ 
servatives, colorings, and flavorings. Its 
moisture content is not more than 1.0 
percent, except if it contains procaine 
penicillin its moisture content is not 
more than 2.0 percent. The crystalline 
penicillin used conforms to the require¬ 
ments of § 146a.24 (a) for crystalline 
penicillin, except subparagraphs (2) and 
(4) of that paragraph. The procaine 
penicillin used conforms to the require¬ 
ments of § 146a.44 (a), except subpara¬ 
graphs (2) and (3) of that paragraph. 
Each other substance used, if its name 
is recognized in the U. S. P. or N. F., 
conforms to the standards prescribed 
therefor by such official compendium. 

(b) Packaging. In all cases the im¬ 
mediate container of buffered penicillin 
powder shall be a tight container as de¬ 
fined by the U. S. P. The composition 
of the immediate container shall be such 
as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limits therefor in ap¬ 
plicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. Each immediate container 
may be packaged in combination with 
a container of a suitable and harmless 
aqueous vehicle, with or without pro¬ 
benecid, and with or without one or 
more suitable sulfonamides. 

(c) Labeling —(1) It is packaged for 
dispensing and is intended for use by 
man. In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
this chapter, (regulations issued under 
section 502(f) of the act), each package 
shall bear on its label and labeling, as 
hereinafter indicated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container: 

(a) A statement giving the method of 
dissolving the penicillin, if it is a pack¬ 
aged combination of one immediate con¬ 
tainer of buffered penicillin powder or 
penicillin powder and one immediate 
container of a vehicle. 

(b) The statement “Expiration date 

_,” the blank being filled in 

with the date that is 24 months after 
the month during which the batch was 
certified, except that the blank may be 
filled in with the date that is 36 months 
after the month during which the batch 
was certified if it is crystalline penicillin 
with no other ingredients; or the blank 
may be filled in with the date that is 
48 months or 60 months after the month 
during which the batch was certified if 
the person who requests certification has 
submitted to the Commissioner results 
of tests and assays showing that after 
having been stored for such period of 
time such drug as prepared by him com¬ 
plies with the standards prescribed by 
paragraph (a) of this section. 

(c) The name of each buffer sub¬ 
stance used in making the batch. 

(ii) On the label and labeling if it 
contains, in addition to penicillin, one 
or more of the other active ingredients 
specified in paragraph (a) of this sec¬ 
tion, after the name “buffered penicillin 
powder,” wherever it appears, the words 

“with-(the blank being filled 

in with the common or usual name of 


each such other ingredient),” in juxta¬ 
position with such name. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch of buffered penicillin powder shall 
submit with his request a statement 
showing the batch mark, the number of 
packages of each size in such batch, the 
batch mark and (unless it was previously 
submitted) the date on which the latest 
assay of the penicillin used in making 
such batch was completed, the number of 
units in each immediate container, the 
quantity of each ingredient used in mak¬ 
ing the batch, the date on which the 
latest assay of the drug comprising such 
batch was completed, and a statement 
that each ingredient used in making the 
batch conforms to the requirements pre¬ 
scribed therefor, if any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represen¬ 
tative sample of: 

(i) The batch; if buffered penicillin 
powder or penicillin powder with dilu¬ 
ents: potency and moisture; if penicillin 
powder with no other ingredients: 
potency toxicity, moisture, pH, penicillin 
K content (unless it is crystalline peni¬ 
cillin G), crystallinity, heat stability if 
it is crystalline sodium or potassium 
penicillin, the penicillin G content if it 
is crystalline sodium or potassium peni¬ 
cillin G, and the procaine penicillin G 
content if it is procaine penicillin G. 

(ii) If buffered penicillin powder or 
penicillin powder with diluents, the peni¬ 
cillin used in making the batch; potency, 
toxicity, moisture, pH, penicillin K con¬ 
tent (unless it is crystalline penicillin 
G), crystallinity, heat stability if it is 
crystalline sodium or potassium penicil¬ 
lin, the penicillin G content if it is crys¬ 
talline sodium or potassium penicillin 
G, and the procaine penicillin G content 
if it is procaine penicillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch: 

(a) If it contains only penicillin and 
the penicillin used has been previously 
submitted, or it contains penicillin and 
other ingredients; one immediate con¬ 
tainer for each 5,000 immediate con¬ 
tainers in the batch, but in no case less 
than 5 immediate containers. 

(b) If it contains only penicillin and 
the penicillin has not been previously 
submitted; one immediate container for 




each 5,000 immediate containers in thL 
batch, but in no case less than io imml 
diate containers or more than 17 wl 
diate containers. vmi 


Prol 


pack! 


Such sample shall be collected by taki 
single immediate containers at such 
tervals throughout the entire time 
packaging the batch that the quantitii 
packaged during the intervals are a 
proximately equal. 

(ii) If buffered penicillin powder 
penicillin powder with diluents tl 
penicillin used in making the batch- 
packages, each containing approximal 
equal portions of not less than 60 n 
grams if it is not procaine penicillin 
not less than 500 milligrams if it is 
caine penicillin, packaged in accords 
with the requirements of § 146a 24(b) 

§ 146a.44(b). 

(iii) In case of an initial request f( 
certification, each other ingredient usi 
in making the batch; one package 
each containing approximately 5 grai 

(iv) In case of an initial request 
the certification of a batch of buffer! 
penicillin powder which is to be 
aged in combination with an aquei 
vehicle, or when any change is made 
the composition of such aqueous vehicle] 
5 packages of the vehicle included in 
combination. 

(4) No result referred to in subpai 
graph (2) (ii) of this paragraph, and 
sample referred to in subparagraph 

(ii) of this paragraph, is required if su< 
result or sample has been previously si 
mitted. 

(e) Fees. The fee for the servii 
rendered with respect to each batch 
buffered penicillin powder under thi 
regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in acj 
cordance with paragraph (d) (3) (i), 

(iii) , and (iv) of this section. 

(2) If the Commissioner consider 
that investigations, other than exami: 
tion of such immediate containers, 
necessary to determine whether or 
such batch complies with the requin 
ments of § 146.3 of this chapter for tl 
issuance of a certificate, the cost of su< 
investigations. 
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The fee prescribed by subparagraph (1)| 
of this paragraph shall accompany 
request for certification unless such fed 
is covered by an advance deposit mainJ 
tained in accordance with § 146.8(d) of| 
this chapter. 

(f) Exemption of buffered penicillin 
powder and penicillin powder with \ 
fered aqueous diluent for veterinary 1 
from certification. Buffered penicil 
powder and penicillin powder with 1 
fered aqueous diluent that conform I 
the requirements of paragraphs 
(except that 'they may contain one i 
more essential vitamin and mineral sub-| 
stances for nutritive purposes), (b),: 

(c) of this section shall be exempt f 
the requirements of sections 502(1) 

507 of the act, if they comply with all! 
the following conditions: | 

(1) They are intended solely for vet-| 
erinary use and are conspicuously so| 
labeled. 

(2) If they contain added vitamins or I 
minerals, the labels bear the name and! 
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ntitv of each such substance and a 
that such substances are pres- 
for furnishing additional vita- 
^ns and minerals while animals are 

*m g Tfoe labels bear an expiration date 
*;? not more than 36 months after 
Sp month during which the batch was 
last assayed and released by the manu- 

The labels bear a statement that 
solutions prepared with the drugs are 
stable for not more than 24 hours. 

(5) The circular or other labeling 
within or attached to the package bears 
information that only the antibiotics 
are intended for the prevention or treat¬ 
ment of the following conditions, and 
further, bears directions and warnings 
adequate for such use: 

(i) Chronic respiratory disease (air- 
sac infection) in chickens. 

(ii) Blue comb (mud fever, nonspe¬ 
cific infectious enteritis) in poultry. 

(iii) infectious sinusitis in poultry. 

(iv) As an aid in reducing the inci¬ 
dence and severity of bloat in cattle on 
legume pastures: Provided , That: 

(a) The drug is intended to be ad¬ 
ministered in water or feed, and when 
used as directed in its labeling each 
animal receives not less than 75,000 units 
of penicillin per day; or 

(b) The drug is a mixture of pro¬ 
caine penicillin and sodium chloride that 
contains not less than 793,000 units of 
penicillin per pound; its moisture con¬ 
tent is not more than 0.1 percent if 
granulated salt is used and not more 
than 0.25 percent if rock salt is used; 
it is intended for administering on a con¬ 
tinuous “free choice’' basis; and its label¬ 
ing bears information that not more 
than 2 days' supply of the drug shall be 
put before cattle at one time, after which 
the unused portion shall be discarded 
and replaced by a fresh supply. 


§146a.52 Procaine penicillin and crys¬ 
talline penicillin in oil. 

(a) Procaine penicillin and crystalline 
penicillin in oil conforms to all require¬ 
ments prescribed by § 146a.45 for pro¬ 
caine penicillin in oil, and is subject to 
all procedures prescribed by § 146a.45 for 
procaine penicillin in oil, except that: 

(1) It contains not less than 50,000 
units of crystalline penicillin for each 
300,000 units of procaine penicillin, ex¬ 
cept if it is packaged and labeled solely 
for veterinary use. The crystalline peni¬ 
cillin used conforms to the requirements 
prescribed therefor by § 146a.24 (a), ex¬ 
cept if the batch of procaine penicillin 
and crystalline penicillin in oil is in¬ 
tended solely for udder instillations of 
cattle, the crystalline penicillin used is 
exempt from the requirements of para¬ 
graph (a) (2), (3). and (4) of that 
section. 

(2) [Reserved.] 

(3) In addition to complying with 
the requirements of § 146a.45 (d), a per¬ 
son who requests certification of a batch 
of procaine penicillin and crystalline 
Penicillin in oil shall submit with his 
request a statement showing the batch 
mark and (unless it was previously sub¬ 
mitted) the results and the date of the 
latest tests and assays of the crystalline 
Penicillin G used in making the batch 


FEDERAL REGISTER 

for potency, toxicity (unless it is in¬ 
tended for udder instillations of cattle), 
moisture, pH, penicillin K content (un¬ 
less it is crystalline penicillin G), crystal¬ 
linity, heat stability, the penicillin G 
content if it is crystalline penicillin G, 
and, unless the batch of procaine peni¬ 
cillin and crystalline penicillin in oil is 
intended solely for udder instillations of 
cattle, sterility and pyrogens; the num¬ 
ber of units of procaine penicillin and 
the number of units of crystalline peni¬ 
cillin in each milliliter of the batch. In 
addition to the 10 immediate containers 
required by § 146a.45(d) (3) (i) (b), he 
shall also submit in connection with his 
request a sample consisting of not less 
than 6 packages of the batch of pro¬ 
caine penicillin and crystalline penicillin 
in oil and a sample of the crystalline 
penicillin used in making the batch, con¬ 
sisting of 10 packages, each containing 
approximately equal portions of not less 
than 60 milligrams, and 10 packages, 
each containing approximately equal 
portions of not less than 300 milligrams. 

(b) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
this section shall be: 

(1) $5.00 for each immediate con¬ 
tainer of the batch. 

(2) $4.00 for each 60-milligram pack¬ 
age of crystalline penicillin submitted 
in accordance with paragraph (a) (3) 
of this section. 

(3) $10.00 for the 300-milligram pack¬ 
ages submitted in accordance with para¬ 
graph (a) (3) of this section. 

§ 146a.53 Capsules penicillin and no¬ 
vobiocin. 

(a) Standards of identity , strength , 
quality, and purity. Capsules penicillin 
and novobiocin are crystalline penicillin 
G sodium or potassium and crystalline 
monosodium novobiocin, with or without 
one or more suitable and harmless buf¬ 
fer substances, lubricants, colorings, and 
flavorings, enclosed in a suitable and 
harmless gelatin capsule. Each cap¬ 
sule contains not less than 125,000 units 
of penicillin and not less than 125 mil¬ 
ligrams of novobiocin. The moisture 
content is not more than 4.0 percent. 
The crystalline penicillin G used con¬ 
forms to the requirements of § 146a.24 
(a), except § 146a.24 (a) (2) and (4). 
The crystalline monosodium novobiocin 
used is produced by the growth of Strep- 
tomyces niveus, has a potency of not less 
than 750 micrograms per milligram, is 
nontoxic, has a moisture content of not 
more than 6.0 percent, and the pH in a 
saturated aqueous solution is not less 
than 6.5 and not more than 8.5. Each 
other ingredient used, if its name is rec¬ 
ognized in the U. S. P. or N. F., conforms 
to the standards prescribed therefor by 
such official compendium. 

(b) Packaging; labeling; request for 
certification, samples; fees. Capsules 
penicillin and novobiocin conform to all 
requirements and procedures prescribed 
for crystalline penicillin G tablets by 
§ 146a.27 (b), (c), (d), and (e), except 
with respect to disintegration time, and 
except that: 

(1) The expiration date shall be the 
date that is 18 months after the month 
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during which the batch was certified, ex¬ 
cept that if the person who requests cer¬ 
tification has submitted to the Commis¬ 
sioner results of tests and assays that 
show such drug as prepared by him is 
stable for 24 months, 36 months, or 48 
months, such date may be used for such 
drug. 

(2) In addition to complying with the 
requirements of § 146a.27 (d), a person 
who requests certification of a batch 
shall submit with his request a state¬ 
ment showing the batch mark and (un¬ 
less they were previously submitted) the 
results and the date of the latest tests 
and assays of the novobiocin used in 
making the batch for potency, toxicity, 
pH, moisture, and crystallinity. He shall 
also submit in connection with his re¬ 
quest (unless previously submitted) a 
sample consisting of 10 packages, each 
containing approximately equal portions 
of not less than 300 milligrams of the 
novobiocin used in making the batch. 

(3) The fees for the services rendered 
in accordance with the requirements of 
subparagraph (2) of this paragraph 
shall be: 

(i) $1.00 for each capsule submitted in 
accordance with the requirements of 
§ 146a.27(d)(3)(i)(a) (1) and (3). 

(ii) $4.00 for each immediate con¬ 
tainer of novobiocin submitted. 

§ 146a. 54 Penicillin-streptomycin oint¬ 
ment (penicillin-streptomycin min¬ 
eral oil suspension) ; penicillin-diliy- 
drostreptomycin ointment (penieil- 
lin-dihydrostreptomycin mineral oil 
suspension). 

(a) Penicillin-streptomycin ointment 
and penicillin-dihydrostreptomycin oint¬ 
ment conform to all requirements 
prescribed by § 146a.26 for penicillin 
ointment, execpt paragraph (c) (1) (ii) 
of that section, and are subject to all 
procedures prescribed by § 146a.26 for 
penicillin ointment, except that: 

(1) It contains not less than 2,000 
units of one or more kinds of penicillin 
salt per gram. 

(2) It contains not less than 10 milli¬ 
grams of streptomycin or dihydrostrep¬ 
tomycin per gram, unless it is intended 
solely for veterinary use and is con¬ 
spicuously so labeled. If the ointment 
is intended for human use, the strepto¬ 
mycin or dihydrostreptomycin used con¬ 
forms to the standards prescribed by 
§ 146b.101 (a) or § 146b.l03 of this chap¬ 
ter, except the standards for sterility, 
toxicity, pyrogens, and histamine. If 
the ointment is intended solely for vet¬ 
erinary use, the streptomycin or dihy¬ 
drostreptomycin used may conform to 
the standards prescribed by § 146b.ll4 
(a) of this chapter. 

(3) If it is intended solely for veter¬ 
inary use and is conspicuously so labeled, 
it may contain cortisone or a suitable 
derivative of cortisone, a suitable and 
harmless salt of cobalt, one or more sul¬ 
fonamides, and one or more suitable and 
harmless preservatives; if it is packaged 
and labeled solely for udder instillations 
of cattle it may contain papain; and if 
it is packaged and labeled solely for use 
as an aid in the treatment of Vibrio fetus 
in carrier bulls, or for intrauterine in¬ 
fusion in cows, it may contain 20 milli- 
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grams of diethylstilbestrol per dose as 
recommended in its labeling. 

(b) If it is intended solely for veter¬ 
inary use and it contains diethylstilbes¬ 
trol, the labeling of each package shall 
conform to the requirements of § 1.106(c) 
of this chapter and to the requirements 
of § 146a.26(c) (1) (i). 

(c) In addition to complying with the 
requirements of § 146a.26 (d), a person 
who requests certification of a batch 
shall submit with his request a state¬ 
ment showing the batch mark and (un¬ 
less it was previously submitted) the re¬ 
sults and date of the latest tests and 
assays of the streptomycin or dihydro¬ 
streptomycin used in making the batch 
for potency, moisture, pH, streptomycin 
content if it is dihydrostreptomycin, and 
crystallinity if it is crystalline dihydro¬ 
streptomycin sulfate. He shall also sub¬ 
mit in connection with his request a 
sample consisting of not less than six 
packages, or if it contains two or more 
kinds of penicillin salt, seven packages, 
of such ointment and (unless it was 
previously submitted) a sample consist¬ 
ing of six packages containing approxi¬ 
mately equal portions of not less than 
0.5 gram each of the streptomycin or 
dihydrostreptomycin used in making the 
batch, packaged in accordance with the 
requirements of § 146b.l01 (b) of this 
chapter. 

(d) The fees for the services rendered 
with respect to the samples submitted in 
accordance with paragraph (c) of this 
section shall be: 

(1) $5.00 for each immediate con¬ 
tainer of the ointment. 

(2) $4.00 for each immediate con¬ 
tainer of streptomycin or dihydrostrep¬ 
tomycin. 

§ 146a.55 Penicillin-streptomycin bou¬ 
gies ; penicillin-dihydrostreptomycin 
bougies. 

(a) Penicillin-streptomycin bougies 
and penicillin-dihydrostreptomycin 
bougies conform to all requirements pre¬ 
scribed by § 146a.40 for penicillin bou¬ 
gies, except paragraph (c) (1) (iv) of 
that section, and are subject to all pro¬ 
cedures prescribed by § 146a.40 for peni¬ 
cillin bougies, except that: 

(1) Each bougie contains not less than 
25 milligrams of streptomycin or dihy¬ 
drostreptomycin. 

(2) In lieu of the directions prescribed 
for penicillin bougies by § 146a.40 (c) (1) 
(ii), each package shall bear on the out¬ 
side wrapper or container and the im¬ 
mediate container the number of units 
of penicillin and the number of milli¬ 
grams of streptomycin or dihydrostrep¬ 
tomycin in each bougie. 

(3) In addition to complying with the 
requirements of § 146a.40 (d), a person 
who requests certification of a batch of 
penicillin-streptomycin bougies or peni¬ 
cillin-dihydrostreptomycin bougies shall 
submit with his request a statement 
showing the batch mark and (unless it 
was previously submitted) the results 
and the date of the latest tests and as¬ 
says of the streptomycin or dihydro¬ 
streptomycin used in making the batch 
for potency, moisture, pH, and its strep¬ 


tomycin content if it is dihydrostrepto¬ 
mycin; the number of units of penicillin 
and the number of milligrams of strep¬ 
tomycin or dihydrostreptomycin in each 
bougie of the batch. He shall also sub¬ 
mit in connection with his request (un¬ 
less it was previously submitted) a 
sample consisting of six packages con¬ 
taining approximately equal portions of 
not less than 0.5 gram each of the strep¬ 
tomycin or dihydrostreptomycin used in 
making the batch, packaged in accord¬ 
ance with the requirements of § 146b.l01 
(b) of this chapter. 

(b) The fees for the services rendered 
in accordance with the requirements of 
paragraph (a) (3) of this section shall 
be: 

(1) $1.00 for each bougie submitted in 
accordance with the requirements of 
§ 146a.40(d) (3) (i) (a) and (c). 

(2) $4.00 for each immediate container 
of streptomycin or dihydrostreptomycin. 


§ 146a.56 Penicillin-bacitracin ointment. 


(a) Penicillin - bacitracin ointment 
conforms to all requirements prescribed 
by § 146a.26 for penicillin ointment and 
is subject to all procedures prescribed by 
§ 146a.26 for penicillin ointment, except 
that: 

(1) It contains not less than 2,000 
units of penicillin per gram; 

(2) It contains not less than 500 units 
of bacitracin per gram; the bacitracin 
used conforms to the standards pre¬ 
scribed therefor by § 146e.401(a) of this 
chapter, except paragraph (a) (2), (3), 

(4), and (8) of that section; 

(3) [Reserved.] 

(4) In addition to complying with the 
requirements of § 146a.26(d) a person 
who requests certification of a batch of 
penicillin-bacitracin ointment shall sub¬ 
mit with his request a statement showing 
the batch mark and (unless it was previ¬ 
ously submitted) the results and date 
of the latest tests and assays of the baci¬ 
tracin used in making the batch for po¬ 
tency, moisture, and pH, and ash con¬ 
tent. He shall also submit in connection 
with his request a sample consisting of 
not less than six packages of penicillin- 
bacitracin ointment and (unless it was 
previously submitted) a sample consist¬ 
ing of six packages containing approx¬ 
imately equal portions of not less than 
0.5 gram each of the bacitracin used in 
making the batch, packaged in accord¬ 
ance with the requirements of § 146e.401 
(b) of this chapter. 

(b) The fees for the services rendered 
in accordance with the requirements of 
paragraph (a) (4) of this section shall 
be: 

(1) $5.00 for each immediate container 
of ointment submitted. 

. ( 2 ) $4.00 for each immediate container 
of bacitracin submitted. 


lcillin in oil for udder instillations 
cattle or subcutaneous injection in fJ? 
except that: UW1 * 


§ 146a.57 Procaine penicillin and 
streptomycin in oil; procaine penicil¬ 
lin and dihydrostreptomycin in oil. 


(1) It contains not less than 2 0 miiu 
grams of streptomycin or dihvZ" 
streptomycin per milliliter. The strenEC 
mycin or dihydrostreptomycin used con¬ 
forms to the standards prescribed hv 
§ 146b.101 (a) or § 146b.l03 of this chan 
ter, except the standards for sterilitv 
pyrogens, and histamine, or by § 146b 114 
(a) of this chapter, except that if it i s 
intended for udder instillations of cattle 
the streptomycin or dihydrostreptomv 
cin used conforms to the standards ore 
scribed by § 146b.l01 (a) or § 146b.l06 of 
this chapter, except the standards for 
sterility, toxicity, pyrogens, and hista¬ 
mine, or by § 146b.114 :a) of this chap¬ 
ter, except the standard for toxicity. 

(2) It may contain cortisone or a suit¬ 
able derivative of cortisone, a suitable 
and harmless salt of cobalt and/or one 
or more suitable sulfonamides and 
papain, if it is intended solely for udder 
instillations of cattle, each of which, if 
its name is recognized in the U. S. P. 
or N. F., conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(3) In addition to the labeling re¬ 
quirements prescribed for procaine peni¬ 
cillin in oil by § 146a.45(c), each pack¬ 
age shall bear on the outside wrapper or 
container and the immediate container 
the statement “For udder instillations of 
cattle only” or the statement “For sub¬ 
cutaneous injection in fowl only”; and 
if it is a multiple-dose container, the 
statement “Shake well.” Each package 
shall also bear on its label and labeling, 
if it contains one or more of the other 
active ingredients specified in subpara¬ 
graph (2) of this paragraph, after the 
name “procaine penicillin and strepto¬ 
mycin in oil” or “procaine penicillin and 
dihydrostreptomycin in oil,” wherever it 

appears, the words “with_(the 

blank being filled in with the common or 
usual name of each such other ingredi¬ 
ent) ,” in juxtaposition with such name. 

(4) In addition to complying with the 
requirements of § 146a.45 (d), a person 
who requests certification of a batch of 
procaine penicillin and streptomycin in 
oil or procaine penicillin and dihydro¬ 
streptomycin in oil shall submit with his 
request a statement showing the batch 
mark and (unless it was previously sub¬ 
mitted) the results and the date of the 
latest tests and assays of the strepto¬ 
mycin or dihydrostreptomycin used in 
making the batch for potency, toxicity, 
(if it is intended for subcutaneous in¬ 
jection in fowl), moisture, pH, strep¬ 
tomycin content if it is dihydrostrep¬ 
tomycin, and crystallinity if it is 
crystalline dihydrostreptomycin; the 
number of units of penicillin and the 
number of milligrams of streptomycin or 
dihydrostreptomycin in each milliliter of 
the batch or in each prescribed dose. 
He shall also submit in connection with 


(a) Procaine penicillin and strepto- his request a sample consisting of not 
mycin in oil and procaine penicillin and less than six immediate containers of 
dihydrostreptomycin in oil conform to the batch and (unless it was previous- 
all requirements and to all procedures ly submitted) a sample consisting of six 
prescribed in § 146a.45 for procaine pen- packages containing approximately 
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^,,(.1 Dortions of not less than 0.5 gram 
of the streptomycin or dihydro- 
^ntomycin used in making the batch, 
*2£S in accordance with the re- 
Jfements of § 146b.l01 (b) of this 

^fb^The fees for the services rendered 

accordance with the requirements of 
paragraph (a) (4) of this section shall 

^(1) $5.00 for each immediate container 
of the procaine penicillin and strepto¬ 
mycin or dihydrostreptomycin in oil 

submitted. 

(2) $4.00 for each immediate container 
of streptomycin or dihydrostreptomycin 
used in making the batch. 

8 146a.58 Penicillin-streptomycin ; peni- 
8 cilliii-dihydrostreptomycin veterinary. 

(a) Standards of identity , strength , 
quality and purity. Penicillin-strepto¬ 
mycin and penicillin-dihydrostreptomy- . 
cm veterinary are procaine penicillin, 
crystalline sodium penicillin, potassium 
penicillin, Z-ephenamine penicillin G, or 
diethylaminoethyl ester penicillin G 
hydriodide (if intended solely for vet¬ 
erinary use and conspicuously so la¬ 
beled) or a mixture of two or more such 
salts and streptomycin sulfate or dihy¬ 
drostreptomycin sulfate, with or with¬ 
out suitable and harmless buffer sub¬ 
stances and suspending or dispersing 
agents. Each drug is sterile, nontoxic, 
and nonpyrogenic. Its moisture content 
is not more than 3.5 percent, except if it 
contains procaine penicillin its moisture 
content is not more than 4.2 percent. 
When prepared for injection as directed 
in its labeling, its pH is not less than 
5.0 and not more than 7.5. The penicil¬ 
lin used conforms to the requirements of 

§ 146a.24(a), §146a.44(a), §146a.64(a), 
or § 146a.74(a). The streptomycin sul¬ 
fate used conforms to the requirements 
prescribed for streptomycin sulfate by 
§146b.l01(a) of this chapter. The di- 
hydrostreptomycin sulfate used conforms 
to the requirements prescribed for dihy¬ 
drostreptomycin sulfate by § 146b.103 
of this chapter. Each other substance 
used, if its name is recognized in the 
U.S.P. or N.F., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. Penicillin-streptomycin is 
also the drug described in § 146a.84 of 
this chapter if it conforms to all require¬ 
ments of that section and of § 141a.60 of 
this chapter, except that it contains 
streptomycin in lieu of a mixture of 
streptomycin and dihydrostreptomycin. 

(b) Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying such 
seal, and shall be of such composition as 
will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused that are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. In case it is packaged for 
dispensing it shall be in immediate con¬ 
tainers of colorless (unless it is intended 
solely for veterinary use), transparent 
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glass, closed by a substance through 
which a hypodermic needle may be intro¬ 
duced and withdrawn without removing 
the closure or destroying its effectiveness. 
Unless it is intended solely for veterinary 
use and is conspicuously so labeled or it 
is a single-dose container that contains 
not less than 300,000 units, each such 
container shall contain 300,000 units, 
600,000 units, 900,000 units, 1,500,000 
units, or 3,000,000 units of procaine 
penicillin, crystalline sodium penicillin, 
potassium penicillin, or Z-ephenamine 
penicillin G and not less than 0.25 gram 
of streptomycin for each 300,000 units of 
penicillin, except that if it is a mixture 
of two salts of penicillin it shall contain 
not less than 100,000 units of crystalline 
sodium penicillin or potassium penicillin 
for each 300,000 units of procaine peni¬ 
cillin. Each such container may be 
packaged in combination with a con¬ 
tainer of a solvent consisting of water 
for injection U.S.P., dextrose injection 
U.S.P., or sodium chloride injection 
U.S.P. 

(c) Labeling —(1) It is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on its label or labeling, as 
hereinafter indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date-,” 

the blank being filled in with the date 
that is 48 months after the month in 
which the batch was certified, except 
that the blank may be filled in with the 
date that is 60 months after the month 
during which the batch was certified if 
the person who requests certification has 
submitted to the Commissioner results 
of tests and assays showing that after 
having been stored for such period of 
time such drug as prepared by him com¬ 
plies with the standards prescribed by 
paragraph (a) of this section, and ex¬ 
cept that in no case shall the blank be 
filled in with the date that is more than 
24 months after the month in which 
the batch was certified if it contains 
diethylaminoethyl ester penicillin G 
hydriodide. 

(2) It contains diethylaminoethyl 
penicillin G hydriodide or dihydro - 
streptomycin. The outside wrapper or 
container and the immediate container 
shall bear the statement “For veterinary 
use only.” 

(3) It is packaged for dispensing and 
it is intended solely for veterinary use. 
Its label and labeling shall comply with 
the requirements prescribed by sub- 
paragraphs (1) and (2) of this para¬ 
graph, except that in lieu of the state¬ 
ment “Caution: Federal law prohibits 
dispensing without prescription” each 
package shall include information con¬ 
taining directions and warnings ade¬ 
quate for the veterinary use of the drug 
by the laity. 

(4) It is packaged solely for manu¬ 
facturing use and/or repacking. Each 
package shall bear on its outside wrapper 
or container and the immediate con¬ 
tainer the following: 
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(1) The number of units of each salt of 
penicillin in each gram. 

(ii) The number of milligrams of 
streptomycin or dihydrostreptomycin in 
each gram. 

(iii) The statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription.” 

(iv) The statement “For manufactur¬ 
ing use,” “For repacking,” or “For manu¬ 
facturing use or repacking.” 

(v) The information required by sub- 
paragraph (1) (i) of this paragraph. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch of penicillin and streptomycin or 
penicillin and dihydrostreptomycin vet¬ 
erinary shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the number of units of each salt of 
penicillin, and the number of grams of 
streptomycin or dihydrostreptomycin in 
each package, the batch marks, and 
(unless they were previously submitted) 
the dates on which the latest assays of 
the penicillin and streptomycin or dihy¬ 
drostreptomycin used in making such 
batch were completedrthe date on which 
the latest assay of the drug comprising 
such batch was completed, the quantity 
of each ingredient used in making the 
batch and a statement that each such 
ingredient conforms to the requirements 
prescribed therefor by this section. If 
such batch, or any part thereof, is to be 
packaged with a solvent, such request 
shall also be accompanied by a state¬ 
ment that such solvent conforms to the 
requirements prescribed therefor by this 
section. 

(2) Except as otherwise provided by 
subparagraph (5) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency, sterility, 
toxicitv, pyrogens, moisture, pH. 

(ii) The procaine penicillin used in 
making the batch; potency, crystallinity, 
penicillin K content (unless it is pro¬ 
caine penicillin G), and the penicillin G 
content if it is procaine penicillin G. 

(iii) The crystalline sodium or potas¬ 
sium penicillin used in making the 
batch; potency, crystallinity, heat sta¬ 
bility, penicillin K content unless it is 
crystalline penicillin G), and the peni¬ 
cillin G content if it is crystalline peni¬ 
cillin G. 

(iv) The Z-ephenamine penicillin G 
used in making the batch; potency, 
crystallinity, heat stability, penicillin G 
content, and specific rotation. 

(v) The diethylaminoethyl ester peni¬ 
cillin G hydriodide used in making the 
batch; potency, crystallinity, and peni¬ 
cillin G content. 

(vi) The streptomycin or dihydro¬ 
streptomycin used in making the batch; 
potency, histamine content, streptomy¬ 
cin content if it is dihydrostreptomycin, 
and crystallinity if it is crystalline dihy¬ 
drostreptomycin. 

(3) Except as otherwise provided by 
subparagraph (5) of this paragraph, if 
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such batch is packaged for dispensing, 
such person shall submit in connection 
with his request in the quantities here¬ 
inafter indicated accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but 
in no case less than 12 immediate con¬ 
tainers. 

(b) For sterility testing; 10 immediate 
containers. 

Such samples shall be collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are 
approximately equal. 

(ii) The procaine penicillin used in 
making the batch; 3 packages contain¬ 
ing approximately equal portions of not 
less than 0.5 gram each packaged in ac¬ 
cordance with the requirements of 
§ 146a.44 (b). 

(iii) The crystalline penicillin used in 
making the batch; 3 packages contain¬ 
ing approximately equal portions of not 
less than 250 milligrams each packaged 
in accordance with the requirements of 
§ 146a.24 (b). 

(iv) The Z-ephenamine penicillin G 
used in making the batch; 3 packages 
containing approximately equal portions 
of not less than 0.5 gram each packaged 
in accordance with the requirements of 
§ 146a.64 (b). 

(v) The diethylaminoethyl ester peni¬ 
cillin G hydriodide used in making the 
batch; 3 packages containing approxi¬ 
mately equal portions of not less than 0.5 
gram each, packaged in accordance with 
§ 146a.74(b). 

(vi) The streptomycin or dihydro¬ 
streptomycin used in making the batch; 
6 packages containing approximately 
equal portions of not less than 0.5 gram 
each, packaged in accordance with the 
requirements of § 146b.l01 (b) of this 
chapter. 

(vii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) If such batch is packaged for re¬ 
packing, such person shall submit with 
his request a sample consisting of the 
following: 

(i) For all tests except sterility; 12 
approximately equal portions of at least 
2 grams. 

(ii) For sterility testing; 10 approxi¬ 
mately equal portions of at least 0.5 
gram. 

Each such portion shall be taken from a 
different part of such batch, and each 
shall be packaged in a separate container 
and in accordance with the requirements 
of paragraph (b) of this section. 

(5) No result referred to in subpara¬ 
graph (2) (ii), (iii), (iv), (v), and (vi) 
of this paragraph and no samples re¬ 
ferred to in subparagraph (3) (ii), (iii), 
(iv), (vi), and (vii) of this paragraph are 
required if such result or sample has 
been previously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 


(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (ii), 

(iii), (iv), (v), (vi), and (vii) of this 
section; $5.00 for each immediate con¬ 
tainer submitted in accordance with 
paragraph (d) (3) (i) (a) and (4) (i) 
of this section; $10.00 for all immediate 
containers submitted in accordance with 
paragraph (d) (3) (i) (b) and (d) (4) 
(ii) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146a.59 Penicillin lootli powder (tooth 
powder with penicillin). 

(a) Standards of identity, strength, 
quality, and purity. Penicillin tooth 
powder is a mixture of crystalline peni¬ 
cillin and one or more suitable cleansing 
and polishing substances, with or with¬ 
out suitable and harmless diluents, col¬ 
orings, and flavorings. Its potency is 
500 units per gram. Its moisture content 
is not more than 2.0 percent. The crys¬ 
talline penicillin used conforms to the 
requirements of § 146a.24(a) for crys¬ 
talline penicillin, except the limitation 
on penicillin K content and except sub- 
paragraphs (2) and (4) of that para¬ 
graph. Each other substance used, if 
its name is recognized in the U.S.P. or 
N.F., conforms to the standards pre¬ 
scribed therefor by such official compen¬ 
dium. 

(b) Packaging . In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U.S.P. and shall 
be of such composition as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused which are 
normal and unavoidable in good pack¬ 
aging, storage, and distribution practice 
shall be disregarded. Each such con¬ 
tainer shall contain not more than 3 
ounces. 

(c) Labeling. In addition to the label¬ 
ing requirements prescribed by § 1.106(b) 
of this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on the outside wrapper or con¬ 
tainer and the immediate container the 

statement “Expiration date_ 

the blank being filled in with the date 
that is 12 months after the month during 
which the batch was certified, except 
that the blank may be filled in with the 
date that is 18 months after the month 
during which the batch was certified if 
the person who requests certification has 
submitted to the Commissioner results of 
tests and assays showing that after hav¬ 
ing been stored for such period of time 
such drug as prepared by him complies 
with the standards prescribed by para¬ 
graph (a) of this section. 


<d) Request for certification; samples 
(1) In addition to complying with tvT 
requirements of § 146.2 of this chanter 
person who requests certification of 
batch of penicillin tooth powder sh- 
submit with his request a statemwi 
showing the batch mark, the number of! 
packages of each size in such batch 
the batch mark and (unless it was previ 
ously submitted) the date on which the 
latest assay of the penicillin used in | 
making such batch was completed th» 
quantity of each ingredient used inmak. 
ing the batch, the date on which the lat¬ 
est assay of the drug comprising such! 
batch was completed, and a statement 
that each ingredient used in making the 
batch conforms to the requirements pre- 
scribed therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph 
such person shall submit in connection 1 
.with his request results of tests and as¬ 
says listed after each of the following 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency and moisture. 

(ii) The penicillin used in making the 
batch; potency, toxicity, moisture, pH, 
crystallinity, heat stability, and the pen¬ 
icillin G content if it is crystalline sodium 
or potassium penicillin G. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit with his re¬ 
quest, in the quantities hereinafter indi¬ 
cated, accurately representative samples 
of the following: 

(i) The batch; one immediate con¬ 
tainer for each 5,000 immediate con¬ 
tainers in the batch, but in no case less 
than 5 immediate containers collected 
by taking single immediate containers 
at such intervals throughout the entire 
time of packaging the batch that the 
quantities packaged during the intervals 
are approximately equal. 

(ii) The penicillin used in making the 
batch; 10 packages, each containing ap¬ 
proximately equal portions of not less 
than 60 milligrams, packaged in accord¬ 
ance with the requirements of § 146a.24 
(b). 

(iii) In case of an initial request for 
certification, each other substance used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 

(3) (ii) of this paragraph, is required if 
such result or sample has been previously 
submitted. 

(e) Fees. The fee for the servkes 
rendered with respect to each batch of 
penicillin tooth powder under the regu¬ 
lations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph (d) (3) (i), 
(ii), and (iii) of this section; and 

(2) If the Commissioner considers 
that investigations, other than exami- | 
nation of such immediate containers, 
are necessary to determine whether or 
not such batch complies with the re¬ 
quirements of § 146.3 of this chapter for 
the issuance of a certificate, the cost of 
such investigations. 
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y. fpe prescribed by subparagraph ( 1 ) 
K paragraph shall accompany the 
F ^ t f or certification unless such fee 
K P red by an advance deposit main- 
ufed in accordance with § 146.8(d) 
phis chapter. 

I U6a 60 Penicillin-bacitracin troches; 

I penicillin-zinc bacitracin troches. 

I , } p en icillin-bacitracin troches and 
Ldcillin-zinc bacitracin troches con- 
frm to all the requirements prescribed 
146 a30 for penicillin troches, and 
l subject to all procedures prescribed 
Is 146a 30 for penicillin troches, except 
ragraph (f) of that section, and except 

(D Each troche shall contain not less 
50 units of bacitracin or zinc 
acitracin. The bacitracin used con- 
orms to the standards prescribed by 
146e 401 (a) of this chapter, except 
146e.401 (a) (2), (4), and ( 8 ). The 
* bacitracin used conforms to the 
jdards prescribed by § 146e.418 (a) 
this chapter. 

(2) [Reserved.] 

( 3 ) In addition to complying with the 
tiquirements of § 146a.30 (d), a person 
ho requests certification of a batch 
iall submit with his request a state¬ 
ment showing the batch mark and (un¬ 
it was previously submitted) the 

Jts and the date of the latest tests 
id assays of the bacitracin or zinc 
acitracin used in making the batch for 
Dtency, toxicity, moisture, pH, ash con- 
nfc, if it is bacitracin, and zinc content, 
it is zinc bacitracin. He shall also 
.bmit in connection with his request 
mless it was previously submitted) a 
aple consisting of 6 packages, each 
Gaining approximately equal portions 
not less than 500 milligrams of the 
■citracin (or not less than 1.0 gram of 
ezine bacitracin) used in making the 
itch, packaged in accordance with 
e requirements of § 146e.401 (b) or 
I46e.418 (b) of this chapter. 

(b) The fees for the services rendered 
th respect to the samples submitted 
accordance with paragraph (a) (3) of 
is section shall be: 

( 1 ) $ 1.00 for each troche submitted 
accordance with the requirements of 
I46a.30 (d) (3) (i) (a) and (c). 

(2) $4.00 for each immediate con- 
iner of bacitracin or zinc bacitracin 
bmitted. 

1146a.61 Potassium penicillin V (po¬ 
tassium penicillin V salt). 

(a) Standards of identity, strength, 
tiity, and purity. Potassium penicil¬ 
lin V is the crystalline potassium salt of 

fiicillin V. It contains not less than 
ban 90 percent by weight of the potas¬ 
sium salt of penicillin V. It is so puri- 
M and dried that: 

(1) Its potency is not less than 1,380 
nits per milligram. 

(2) It is nontoxic. 

(3) its moisture content is not more 
ten 1.5 percent. 

(4) Its pH in a solution containing 30 
milligrams per milliliter is not less than 
10 and not more than 7 . 5 . 

(b) Packaging; labeling; request for 
certification, samples; fees. Proceed as 
directed in § 146a.l03 (b), (c), (d), 
and (e). 

No. 251— Pt. n - 16 


§ 146a. 62 


Penicillin-neomycin ointment. 


Penicillin-neomycin ointment con¬ 
forms to all requirements and is subject 
to all procedures prescribed by § 146a.26 
for penicillin ointment, except that: 

(a) It contains neomycin, and it may 
contain more than one salt of penicillin. 
The neomycin used conforms to the 
standards prescribed by § 146e.410 (a) 
(2) of this chapter, except the standard 
for toxicity. 

(b) It may contain cortisone or a 
suitable derivative of cortisone. 

(c) In addition to the labeling pre¬ 
scribed by § 146a.26(c), each package 
shall bear on the outside wrapper or con¬ 
tainer and the immediate container the 
statement “For udder instillation of cat¬ 
tle only.’' If it contains cortisone or a 
derivative of cortisone, each package 
shall bear on its label and labeling, after 
the name “penicillin-neomycin oint¬ 
ment,” wherever it appears, the words 

“with_,” the blank being filled 

in with the common or usual name of 
such other ingredient, in juxtaposition 
with such name. 

(d) In addition to complying with the 
requirements of § 146a.26 (d), a person 
who requests certification of a batch shall 
submit with his request a statement 
showing the batch mark and (unless it 
was previously submitted) the results 
and the date of the latest tests and as¬ 
says of the neomycin used in making the 
batch for potency, moisture, and pH; 
and the number of units of each kind 
of penicillin salt and the number of mil¬ 
ligrams of neomycin in each gram of the 
batch. He shall also submit in connec¬ 
tion with his request a sample consisting 
of not less than 6 immediate containers 
of the batch and (unless it was previously 
submitted) a sample consisting of 5 
packages containing approximately equal 
portions of not less than 0.5 gram each of 
the neomycin used in making the batch. 

(e) The fees for the services rendered 
with respect to the samples submitted in 
accordance with paragraph (d) of this 
section shall be: 

(1) $5.00 for each immediate con¬ 
tainer of ointment. 

(2) $4.00 for each immediate con¬ 
tainer of the neomycin used in making 
the batch. 


§ 146a.63 Crystalline penicillin and 
bacitracin. 

(a) Standards of identity, strength, 
quality, and purity. Crystalline penicil¬ 
lin and bacitracin is composed of crys¬ 
talline sodium penicillin or potassium 
penicillin and bacitracin with or with¬ 
out suitable and harmless buffer sub¬ 
stances and dispersing agents. It is so 
purified and dried that: 

(1) It is sterile; 

(2) It is nontoxic; 

(3) It is nonpyrogenic; 

(4) Its moisture content is not more 
than 5.0 percent; 

(5) The pH of an aqueous solution 
prepared as directed in its labeling is not 
less than 5.0 and not more than 7.5. 

The crystalline penicillin used conforms 
to the standard prescribed by § 146a.24 
(a). The bacitracin used conforms to 
the requirements prescribed by § 146e.401 


(a) of this chapter. Each other sub¬ 
stance used, if its name is recognized in 
the U. S. P. or N. F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging . In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition as 
will not cause any change in the strength, 
quality, or purity of the contents 
beyond any limit therefor in applicable 
standards, except that minor changes 
so caused which are normal and un¬ 
avoidable in good packaging, storage, 
and distribution practices shall be dis¬ 
regarded. In case it is packaged for 
dispensing, it shall be in immediate con¬ 
tainers of colorless transparent glass, 
closed by a substance through which a 
hypodermic needle may be introduced 
and withdrawn without removing the 
closure or destroying its effectiveness; 
each such container shall contain 
1,500,000 units of crystalline penicillin 
and 60,000 units of bacitracin and each 
may be packaged in combination with a 
container of the solvent, water for in¬ 
jection U. S. P., physiological salt solu¬ 
tion U. S. P., or with an aqueous solu¬ 
tion of a suitable local anesthetic. 

(c) Labeling—( 1) It is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling require¬ 
ments prescribed by § 1.106(b) of this 
chapter (regulations issued under section 
502(f) of the act), each package shall 
bear on its label or labeling, as herein¬ 
after indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date-” 

the blank being filled in with the date 
that is 18 months after the month during 
which the batch was certified. 

(ii) On the circular or other labeling 
within or attached to the package, the 
conditions under which such solutions 
should be stored, including a reference to 
their instability when stored under other 
conditions, and the statement “Sterile 
solution may be kept in refrigerator for 
3 days without significant loss of 
potency.” 

(2) It is packaged solely for manufac¬ 
turing use and/or repacking. Each 
package shall bear on its outside wrapper 
or container and the immediate con¬ 
tainer, the following: 

(i) The number of units of crystalline 
penicillin per milligram and the number 
of grams in the immediate container. 

(ii) The number of units of bacitracin 
per milligram and the number of grams 
in the immediate container. 

(iii) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 

(iv) The statement “For manufactur¬ 
ing use,” “For repacking,” or “For manu¬ 
facturing use or repacking.” 

(v) The information required by sub- 
paragraph (1) of this paragraph. 

(d) Request for certification; sam¬ 
ples . (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch of crystalline penicillin and 
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bacitracin shall submit with his request 
a statement showing the batch mark, the 
number of packages in such batch, the 
number of units of penicillin and the 
number of units of bacitracin in each 
package, the batch marks, and (unless 
they were previously submitted) the 
dates on which the latest assays of the 
penicillin and bacitracin used in making 
such batch were completed, the date on 
which the latest assay of the drug com¬ 
prising such batch was completed, the 
quantity of each ingredient used in mak¬ 
ing the batch and a statement that each 
such ingredient conforms to the require¬ 
ments prescribed therefor by this section. 
If such batch,, or any part thereof, is to 
be packaged with a solvent, such request 
shall also be accompanied by a state¬ 
ment that such solvent conforms to the 
requirements prescribed therefor by this 
section. 

(2) Except as otherwise provided by 
subparagraph (5) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency, sterility, tox¬ 
icity, pyrogens, moisture, pH. 

(ii) The crystalline penicillin used in 
making the batch; potency, crystallinity, 
heat stability, penicillin K content (un¬ 
less it is crystalline penicillin G), and 
the penicillin G content if it is crystalline 
penicillin G. 

(iii) The bacitracin used in making 
the batch; potency, toxicity, ash content, 
and heavy metals content. 

(3) Except as otherwise provided by 
subparagraph (5) of this paragraph, if 
such batch is packaged for dispensing, 
such person shall submit in connection 
with his request in the quantities here¬ 
inafter indicated accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but in 
no case less than 10 immediate con¬ 
tainers. 

(b) For sterility testing; 10 immediate 
containers. 

Such samples shall be collected by taking 
single immediate containers at such in¬ 
tervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The crystalline penicillin used in 
making the batch; 3 packages, each con¬ 
taining approximately equal portions of 
not less than 250 milligrams, packaged 
in accordance with the requirements of 
§ 146a.24(b). 

(iii) The bacitracin used in making 
the batch; 4 packages, each containing 
approximately 0.5 gram packaged in 
accordance with the requirements of 
§ 146e.401(b) of this chapter. 

(iv) In case of an initial request for 
certification, each other ingredient used 
in making the batch; 1 package of each 
containing approximately 5 grams. 

(4) If such batch is packaged for re¬ 
packing, such person shall submit with 
his request a sample consisting of the 
following: 


(i) For all tests except sterility; 10 
approximately equal portions of at least 
2 grams each. 

(ii) For sterility testing; 10 approxi¬ 
mately equal portions of at least 0.5 
gram each. 

Each such portion shall be taken from 
different parts of such batch, and each 
shall be packaged in a separate con¬ 
tainer and in accordance with the re¬ 
quirements of paragraph (b) of this 
section. 

(5) No result referred to in subpara¬ 
graph (2) (ii) and (iii) of this para¬ 
graph, and no sample referred to in 
subparagraph (3) (ii) and (iii) of this 
paragraph, is required if such result or 
sample has been previously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer submitted in accordance with 
paragraph (d) (3) (ii), (iii), and (iv) 
of this section; $5.00 for each immediate 
container submitted in accordance with 
paragraph (d) (3) (i) (a) and (4) (i) 
of this section; $10.00 for all containers 
submitted in accordance with paragraph 
(d) (3) (i) (b) of this section; $10.00 
for all containers submitted in accord¬ 
ance with paragraph (d) (4) (ii) of this 
section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146a.64 Z-Ephenamine penicillin G 
(penicillin G Z-eplienamine salt). 

(a) Standards of identity , strength , 
quality and purity. Z-Ephenamine peni¬ 
cillin G is the heat stable crystalline 
levo- N-methyl-1, 2-diphenyl-2-hydroxy- 
ethylamine salt of penicillin G, prepared 
from crystalline penicillin G and crys¬ 
talline dZ-N -methyl-1, 2-diphenyl-2- 
hydroxyethylamine hydrochloride (98 
percent purity and a melting point of 
268.5° C. ±2.5° C.). It contains not less 
than 85 percent by weight of the levo - 
N-methyl-1, 2-diphenyl-2-hydroxyethyl- 
amine salt of penicillin G. It is so puri¬ 
fied and dried that: 

(1) Its potency is not less than 900 
units per milligram; 

(2) It is sterile; 

(3) It is nonpyrogenic; 

(4) It is nontoxic; 

(5) Its moisture content is not more 
than 1.5 percent; 

(6) Its pH in a saturated aqueous solu¬ 
tion is not less than 5 and not more than 
7.5; and 

(7) Its specific rotation in water-ace¬ 
tone (1-f 1) at 20° C. is +125° ±5°. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P., shall be 


sterile at the time of filling and 
shall be so sealed that theconift 
not be used without destroying thp 
and shall be of such composition 
not cause any change in the stre J 
quality, or purity of the contents 3 
any limit therefor in applicable Za 
ards, except that minor changes 1 
caused which are normal and uirnvnJ 
able in good packaging, storage and t 
tribution practice shall be disregarded 

(c) Labeling. Each package sh 
bear on its outside wrapper or contaii 
and the immediate container as here! 
after indicated, the following: 

(1) The batch mark; 

(2) The weight of the drug and tJ 

number of units in the immediate coi 
tainer; f 

(3) The statement “Expiration dal 

-,” the blank being filled 1 

with the date which is 48 months aft® 
the month during which the batch iJ 
certified; 

(4) The statement “For manufactj 
ing use only”; 

(5) The statement “Caution: Federl 
law prohibits dispensing without pra 
scription.” 

(d) Request for certification, chtt 
tests and assays; samples. (1) in add 
tion to complying with the requiremen 
of § 146.2 of this chapter, a person vi\ 
requests certification of a batch sha 
submit with his request a statemei 
showing the batch mark, the number J 
packages of each size in the batch, tj 
weight of the drug and the number! 
units in each package, and (unless it m 
previously submitted) the date onwhid 
the latest assay of the drug comprisii 
such batch was completed. Such reque 
shall be accompanied or followed by tl 
results of tests and assays made by hii 
for potency, sterility, toxicity, pyrogen 
moisture, pH, crystallinity, heat stability 
the penicillin G content, and specif 
rotation. 

(2) Such person shall submit with hi 
request an accurately representatrt 
sample of the batch, consisting of t 
following: 

(i) For all tests except sterility; 

packages. . 

(ii) For sterility testing; 10 package! 


Each such package shall contain appro! 
imately 300 milligrams taken from a dif 
ferent part of such batch, and each sha 
be packaged in accordance with the re 
quirements of paragraph (b) of th 
section. 

(3) In connection with contemplate! 
requests for certification of batches ol 
another drug in the manufacture c 
which it is to be used, the manufacture 
of a batch which is to be so used 
request the Commissioner to make checl 
tests and assays on a sample of sucl 
batch taken as prescribed by subpara 
graph (2) of this paragraph. Fromthi 
information required by subparagrapl 
(1) of this paragraph may be omitted re 
suits of tests and assays not required fo 
the batch when used in such other drugs 
The Commissioner shall report to sue 
manufacturer results of such check testa 
and assays as are so requested. 

(e) Fees. The fee for the service! 
rendered with respect to each batch ud 
der the regulations in this part shall be 
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i,. , 4 no for each immediate con- 
Ih»r in the samples submitted in ac- 
Ctence with paragraph d) (2) (i) and 
Q this section; $10.00 for all con- 
B r, submitted in accordance with 
raph (d) (2) (ii) of this section; 

I f o) if the Commissioner considers 
1 investigations other than the exam- 
lotion of such immediate containers 
E necessary to determine whether or 
It such hatch complies with the re- 
fc rements of § 146.3 of this chapter for 
fce issuance of a certificate, the cost of 
Ich investigations. 

Tie fee prescribed by subparagraph (1) 

* this paragraph shall accompany the 
fauest for certification unless such fee 
[covered by an advance deposit main¬ 
lined in accordance with § 146.8 (d) of 
Rs chapter. 

|146a.65 J-Ephenamine penicillin G in 
oil. 

I (a) Standards of identity, strength, 
\ality, and purity. Z-Ephenamine pen- 
fcillin G in oil is a suspension of Z-ephen- 
mine penicillin G in refined peanut oil 
r sesame oil with or without the addi- 
ion of one or more suitable and harm- 
iss dispersing agents. Its potency is 
MOOOO units per milliliter unless it is 
kckaged and labeled solely for veteri¬ 
nary use. It is sterile. Its moisture con- 
lent is not more than 1 percent. The 
lephenamine penicillin G used con¬ 
forms to the requirements of § 146a.64 
|a). Each other substance used, if its 
lame is recognized in the U. S. P. or 
l f., conforms to the standards pre- 
(cribed therefor by such official com- 
dium. 

(b) Packaging . The immediate con- 
jainer shall be of colorless transparent 

(unless it is packaged to contain a 
Single dose), so closed as to be a tight 
fontainer as defined by the U. S. P., shall 
e sterile at the time of filling and clos- 
bg, and shall be so sealed that the con- 
fents cannot be used without destroying 
Such seal. The immediate container 
Shall be of such composition as will not 
pause any change in the strength, qual- 
ty, or purity of the contents beyond any 
limit therefor in applicable standards, 
kxcept that minor changes so caused 
which are normal and unavoidable in 
pod packaging, storage, and distribu¬ 
tion practice shall be disregarded. If it 
i packaged for dispensing, each such 
mtainer shall contain not less than 1.0 
j&illiliter and not more than 20 milli- 
pters and each shall be filled with a vol¬ 
ume in excess of that designated, which 
pcess shall be sufficient to permit the 
[withdrawal and the administration of 
he volume indicated, whether admin¬ 
istered in single or multiple doses. 

(c) Labeling — (1) It is packaged for 
fospensing and it is intended for use by 
Man. In addition to the labeling re¬ 
crements prescribed .by § 1.106(b) of 

his chapter (regulations issued under 
section 502(f) of the act), each package 
hall bear on the outside wrapper or con¬ 
fer and the immediate container the 

statement “Expiration date_,” 

he blank being filled in with the date 
hat is 18 months after the month during 
w hich the batch was certified. 


(2) It is packaged for dispensing and 
it is intended solely for veterinary use . 
Its label and labeling shall comply with 
all the requirements prescribed by sub- 
paragraph (1) of this paragraph, except 
that in lieu of the statement “Caution: 
Federal law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples . 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it 
was previously submitted) the date on 
which the latest assay of the Z-ephen- 
amine penicillin G used in making such 
batch was completed, the number of 
units in each of such packages, the 
quantity of each ingredient used in 
making the batch, the date on which the 
latest assay of the drug comprising such 
batch was completed, and that each in¬ 
gredient used in making such batch con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph such 
person shall submit in connection with 
his request results of tests and assays of 
the following, made by him on an accu¬ 
rately representative sample of: 

(i) The batch; potency, sterility, and 
moisture. 

(ii) The Z-ephenamine penicillin G 
used in making the batch; potency, 
sterility, pyrogens, toxicity, moisture, pH, 
crystallinity, heat stability, penicillin G 
content, and specific rotation. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
indicated, accurately representative 
samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
package for each 5,000 packages in the 
batch, but in no case less than 5 pack¬ 
ages. 

(b) For sterility testing; 10 packages. 

Such samples shall be collected by taking 
single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The Z-ephenamine penicillin G 
used in making the batch: 

(a) For all tests except sterility; 10 
packages, each containing approxi¬ 
mately equal portions of not less than 
300 milligrams. 

(b) For sterility testing; 10 packages, 
each containing approximately equal 
portions of not less than 300 milligrams. 

Each such portion shall be packaged in 
accordance with the requirements of 
§ 146a.64 (b). 

(iii) In case of an initial request for 
certification, one package containing ap¬ 
proximately 150 grams of the peanut oil 
or sesame oil used and one package con¬ 
taining approximately 5 grams of each 
dispersing agent used. 


(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) $4.00 for each package in the sam¬ 
ples submitted in accordance with para¬ 
graph <d) (3) (i) (a), (ii) (a), and (iii) 
of this section; $10.00 for all containers 
submitted in accordance with paragraph 

(d) (3) (i) (b) of this section; $10.00 for 
all containers submitted in accordance 
with paragraph (d) (3) (ii) (b) of this 
section 

(2) if the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of 
§ 146.3 of this chapter for the issu¬ 
ance of a certificate, the cost of such in¬ 
vestigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§ 146a.66 Z-Ephenamine penicillin G for 
aqueous injection. 

(а) Standards of identity, strength, 
quality, and purity. Z-Ephenamine pen¬ 
icillin G for aqueous injection is a dry 
mixture of Z-ephenamine penicillin G 
and one or more suitable and harmless 
suspending or dispersing agents, with or 
without one or more suitable and harm¬ 
less preservatives and buffer substances, 
or it is an aqueous suspension of Z-ephen- 
amine penicillin G and one or more 
suitable and harmless suspending or dis¬ 
persing agents, buffer substances, and 
preservatives, except that preservatives 
are not required if the immediate con¬ 
tainer is packaged to contain a single 
dose and is conspicuously so labeled. It 
is so purified that: 

(1) If it is an aqueous suspension of 
the drug, each container or each milli¬ 
liter shall contain not less than 300,000 
units, unless it is packaged and labeled 
solely for veterinary use; 

(2) It is sterile; 

(3) If it is the dry mixture of the drug, 
its moisture content is not more than 1.5 
percent; 

(4) It is nonpyrogenic; 

(5) It is nontoxic; and 

(б) Its pH in saturated aqueous solu¬ 
tion is not less than 5.0 and not more 
than 7.5. 

The Z-ephenamine penicillin G used 
conforms to the requirements of § 146a.64 
(a). Each other substance used, if its 
name is recognized in the U. S. P. or N. F., 
conforms to the standards prescribed 
therefor by such official compendium. 

(b) Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying such 
seal, and shall be of such composition as 
will not cause any change in the 
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strength, quality, or purity of the con¬ 
tents beyond any limit therefor in appli¬ 
cable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. In case it is packaged for dis¬ 
pensing, it shall be in immediate con¬ 
tainers of colorless transparent glass, 
closed by a substance through which a 
hypodermic needle may be introduced 
and withdrawn without removing the 
closure or destroying its effectiveness, 
unless it is the aqueous suspension of the 
drug and it is packaged to contain a sin¬ 
gle dose. If it is the dry mixture of the 
drug, each such container shall contain 
300,000 units, 600,000 units, 900,000 units, 
1,200,000 units, 1,500,000 units, or 3,000,- 
000 units (unless it is packaged and 
labeled solely for veterinary use), and 
each may.be packaged in combination 
with a container of a suitable aqueous 
diluent. If it is the aqueous suspension 
of the drug, each such container shall 
contain not less than 1 milliliter (unless 
it is packaged to contain a single dose) 
and not more than 10 milliliters (unless 
it is packaged and labeled solely for vet¬ 
erinary use), and each shall be filled 
with a volume in excess of that desig¬ 
nated, which excess shall be sufficient to 
permit the withdrawal and the adminis¬ 
tration of the volume indicated, whether 
administered in either single or multiple 
doses. 

(c) Labeling —(1) It is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
this chapter (regulations issued under 
section 502 (f) of the act), each package 
shall bear on its label or labeling, as 
hereinafter indicated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date_ 

the blank being filled in, if it is the dry 
mixture of the drug, with the date that 
is 18 months, or if it is the aqueous sus¬ 
pension of the drug, with the date that 
is 12 months after the month during 
which the batch was certified, except 
that the blank may be filled in with the 
date that is 24 months, 36 months, 48 
months, or 60 months after the month 
during which the batch was certified if 
the person who requests certification has 
submitted to the Commissioner results 
of tests and assays showing that after 
having been stored for such period of 
time such drug as prepared by him com¬ 
plies with the standards prescribed by 
paragraph (a) of this section. 

(ii) On the outside wrapper or con¬ 
tainer, if it is the aqueous suspension of 
the drug, the statement “Store in refrig¬ 
erator not above 15° C. (59 °F.) ” or “Store 
below 15° C. (59° F.),” unless the person 
who requests certification has submitted 
to the Commissioner results of tests and 
assays showing that such drug as pre¬ 
pared by him complies with the stand¬ 
ards prescribed by paragraph (a) of this 
section after having been stored at room 
temperature. 

(iii) On the circular or other labeling 
within or attached to the package, if it 
is the dry mixture of the drug and is 
packaged for dispensing, the conditions 


under which suspensions made from such 
drug should be stored, and the state¬ 
ment “Sterile suspension may be kept at 
room temperature for 1 week or in re¬ 
frigerator for 3 weeks, without signi¬ 
ficant loss of potency.” 

(2) It is packaged for dispensing and 
it is intended solely for veterinary use. 
Its label and labeling shall comply with 
all the requirements prescribed by sub- 
paragraph (1) of this paragraph, except 
that in lieu of the statement “Caution: 
Federal law prohibits dispensing with¬ 
out prescription” each package shall in¬ 
clude information containing directions 
and warnings adequate for the veteri¬ 
nary use of the drug by the laity. 

(d) Request for certification; samples. 

(1) In addition to complying with the re¬ 
quirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch of Z-ephenamine penicillin G for 
aqueous injection shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 
(unless it was previously submitted) the 
date on which the latest assay of the 
Z-ephenamine penicillin G used in mak¬ 
ing such batch was completed, the 
number of units in each of such pack¬ 
ages, the quantity of each ingredient 
used in making the batch, the date on 
which the latest assay of the drug com¬ 
prising such batch was completed, and 
a statement that each ingredient used in 
making the batch conforms to the re¬ 
quirements prescribed therefor by this 
section. If such batch, or any part 
thereof, is to be packaged with a solvent, 
such request shall also be accompanied 
by a statement that such solvent con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (5) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: potency, sterility, 
moisture (unless it is the aqueous sus¬ 
pension of the drug), pyrogens, toxicity, 
pH. 

(ii) The Z-ephenamine penicillin G 
used in making the batch; potency, 
crystallinity, heat stability, penicillin G 
content, and specific rotation. 

(3) Except as otherwise provided by 
subparagraph (5) of this paragraph, if 
such batch is packaged for dispensing, 
such person shall submit in connection 
with his request, in the quantities herein¬ 
after indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but in 
no case less than 10 immediate contain¬ 
ers. 

(5) For sterility testing; 10 immediate 
containers. 

Such samples shall be collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 


(ii) The Z-ephenamine penicillin 
used in making the batch; 3 Jj? 
containing approximately equal nm+d 
of not less than 500 milligrams *2 
packaged in accordance with the r J Q 
ments of § 146a.64 (b). 

(iii) In case of an initial request J 
certification, each other ingredient 
in making the batch, one package of pa 
containing approximately 5 grams 

(iv) In case of an initial request fl 

the certification of a batch which is tni 
packaged in combination with an am 
ous diluent which is not recognized 
the U. S. P., or when any change is mum 
in the composition of such diluent-B 
packages of the diluent included in tnl 
combination. im 

(4) If such batch is packaged for \ 
packing, such person shall submit wit! 
his request a sample consisting of 3 
following: m 

(i) For all tests except sterility 
packages. 

(ii) For sterility testing; 10 packag 


Each such package shall contain appro 
imately 300 milligrams taken from] 
different part of such batch, and eacl 
shall be packaged in accordance with thl 
requirements of paragraph (b) of 
section. 

(5) No result referred to in subp 
graph (2) (ii) of this paragraph, ani 
no sample referred to in subparagra; 

(3) (ii) of this paragraph, is require| 
if such result or sample has been pre\ 
ously submitted. 

(e) Fees. The fee for the services real 
dered with respect to each batch undel 
the regulations in this part shall be: | 

(1) $4.00 for each immediate contaii 
in the samples submitted in accordaw 
with paragraph (d) (3) (i) (a), (iii 

(iii), (iv), and (4) (i) of this sectionf 
$10.00 for all containers submitted i 
accordance with paragraph (d) (3) (il 
(b) of this section; $10.00 for all coni 
tainers submitted in accordance witf 
paragraph (d) (4) (ii) of this section. 

(2) If the Commissioner considers thi 
investigations, other than examination 
of such immediate containers, are nec 
essary to determine whether or not sucti 
batch complies with the requirements oil 
§ 146.3 of this chapter for the issul 
ance of a certificate, the cost of suclf 
investigations. 


The fee prescribed by subparagraph (ll 
of this paragraph shall accompany the] 
request for certification unless such fee 
is covered by an advance deposit main! 
tained in accordance with § 146.8 (df 
of this chapter. 


§ 146a.67 Procaine penicillin in strep! 
mycin sulfate solution; procaine pc 
icillin in dihydrostreptomycin sulfatd 
solution veterinary (procaine penicijj 
lin in crystalline dihydrostreptoroyc 
sulfate solution veterinary). 

(a) Standards of identity, strength | 
quality, and purity. Procaine penicil' 
in streptomycin sulfate solution is pro-J 
caine penicillin suspended in an aque¬ 
ous solution of streptomycin sulfate. 
Procaine penicillin in dihydrostreptomy j 
cin sulfate solution veterinary is pro-] 
caine penicillin suspended in an aqueouf 
solution of dihydrostreptomycin sulfate 
or crystalline dihydrostreptomycin sul-j 
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_ such solution shall contain one 
, more suitable and harmless buffer sub- 
nres preservatives, and suspending 
dispersing agents, and it may con- 
one or more suitable and harmless 
iMizing agents and procaine hydro- 
wide in a concentration not exceed- 
2 percent, and, if it is intended solely 
Sr veterinary use, it may contain a suit- 
L antihistaminic, a suitable anti- 
,‘unergic and cortisone, or a suitable 
[■rivative of cortisone. It is so purified 
Ihat * 

( 1 ) Each milliliter shall contain not 
ipss than 100,000 units of procaine peni¬ 
cillin and not less than 0.25 gram of 
■treptomycin sulfate or dihydrostrepto- 

rein sulfate, but each immediate con- 
er shall contain not less than 300,000 
of procaine penicillin and not less 
,an 0.25 gram of streptomycin sulfate 
dihydrostreptomycin sulfate; 

(2) It is sterile; 

(3) It is nonpyrogenic; 

(4) It is nontoxic; and 

(5) Its pH is not less than 5.0 and 
iofc more than 8.0. 

ie procaine penicillin used conforms 
the requirements prescribed by 
146a.44(a). The streptomycin sulfate 
conforms to the requirements pre- 
iribed by § 146b.l01(a) or § 146b.!06(a) 
if this chapter. The dihydrostreptomy- 
sulfate used conforms to the require- 
lents prescribed by § 146b.103(a) or 
b 146b.106(a) of this chapter. Each 
other substance used, if its name is rec¬ 
ognized in the U.S.P. or NT 1 ., conforms 
to the standards prescribed therefor by 
such official compendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P., shall be 
sterile at the time of filling and closing, 
shall be so sealed that the contents can¬ 
not be used without destroying such 
seal, and shall be of such composition 
as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, stor¬ 
age, and distribution practice shall be 
disregarded. In case it is packaged for 
dispensing, it shall be in immediate con¬ 
tainers of colorless (unless it is intended 
solely for veterinary use) transparent 
glass closed by a substance through 
which a hypodermic needle may be intro¬ 
duced and withdrawn without removing 
the closure or destroying its effectiveness, 
unless it is packaged to contain a single 
dose. Each such container shall contain 
not less than 1 milliliter (unless it is 
packaged to contain a single dose) and 
not more than 30 milliliters (unless it is 
packaged and intended solely for veteri¬ 
nary use) , and each shall be filled with 
a volume in excess of that designated, 
whiqh excess shall be sufficient to per¬ 
mit the withdrawal and administration 
of the volume indicated, whether admin¬ 
istered in either single or multiple doses. 

(c) Labeling —(1) It does not contain 
dihydrostreptomycin, it is packaged for 
dispensing, and it is intended for use by 
man ‘ in addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 


this chapter (regulations issued under 
section 502(f) of the act), each pack¬ 
age shall bear on its label or labeling, 
as hereinafter indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer, the statement “Store in refriger¬ 
ator not above 15° C. (59° F.) ” 

(ii) On the outside wrapper or con¬ 
tainer and the immediate container the 

statement “Expiration date-, M 

the blank being filled in with the date 
that is 12 months after the month during 
which the batch was certified, except 
that the blank may be filled in with the 
date that is 18 months, or 24 months, 
or 36 months after the month during 
which the batch was certified if the per¬ 
son who requests certification has sub¬ 
mitted to the Commissioner results of 
tests and assays showing that after hav¬ 
ing been stored for such period of time 
such drug as prepared by him complies 
with the standards prescribed by para¬ 
graph (a) of this section. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with the 
following requirements: 

(i) If it does not contain an anti¬ 
histaminic, an anticholinergic, or corti¬ 
sone, or a derivative of cortisone, it shall 
comply with the requirements of sub- 
paragraph (1) of this paragraph, except 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
adequate directions and warnings for 
the veterinary use of the drug by the 
laity. 

(ii) If it contains an antihistaminic, 
an anticholinergic, or cortisone or a de¬ 
rivative of cortisone, it shall comply with 
the requirements prescribed by § 1.106 
(c) of this chapter and with the require¬ 
ments of subparagraph (1) of this para¬ 
graph. Each package shall also bear on 
its label or labeling, the following: 

(a) The statement “For use only in 
cats, dogs, and horses; not for use in 
horses to be slaughtered for human con¬ 
sumption.” 

(b) After the name “procaine peni¬ 
cillin in streptomycin sulfate solution,” 
or “procaine penicillin in dihydrostrep¬ 
tomycin sulfate solution veterinary,” 
wherever such name appears, the words 

“with_,” in juxtaposition with 

such name, the blank being filled in with 
the common or usual name of the anti¬ 
histaminic, the anticholinergic, the 
cortisone, or the derivative of cortisone. 

(3) It is packaged solely for manufac¬ 
turing use and/or repacking. Each 
package shall bear on its outside wrapper 
or container and the immediate con¬ 
tainer, the following: 

(i) The number of units of procaine 
penicillin and the number of milligrams 
or grams of streptomycin sulfate or 
dihydrostreptomycin sulfate in each 
milliliter. 

(ii) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 

(iii) The statement “For manufactur¬ 
ing use,” “For repacking,” or “For 
manufacturing use or repacking.” 

(iv) The information required by 
subparagraph (1) (i) and (ii) of this 
paragraph. 


(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the number of units of procaine 
penicillin and the number of milligrams 
or grams of streptomycin sulfate or di- 
hydrostreptomycin sulfate in each milli¬ 
liter of the batch, the batch marks and 
(unless they were previously submitted) 
the dates on which the latest assays of 
the procaine penicillin and streptomycin 
sulfate or dihydrostreptomycin sulfate 
used in making such batch were com¬ 
pleted, the date on which the latest 
assay of the drug comprising such batch 
was completed, the quantity of each in¬ 
gredient used in making the batch, and 
a statement that each such ingredient 
conforms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (5) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: Potency, sterility, pH, 
and, if it does not contain a vegetable oil 
as a suspending agent, toxicity and 
pyrogens. 

(ii) The procaine penicillin used in 
making the batch; potency (toxicity and 
pyrogens if it is used in making a batch 
containing a vegetable oil as a suspend¬ 
ing agent), crystallinity, penicillin K 
content (unless it is procaine penicillin 
G), and the penicillin G content if it is 
procaine penicillin G. 

(iii) The streptomycin sulfate or di¬ 
hydrostreptomycin sulfate used in mak¬ 
ing the batch; potency (toxicity and py¬ 
rogens if it is used in making a batch 
containing a vegetable oil as a suspend¬ 
ing agent), histamine content, strepto¬ 
mycin content if it is dihydrostreptomy¬ 
cin, and crystallinity if it is crystalline 
dihydrostreptomycin. 

(3) Except as otherwise provided by 
subparagraph (5) of this paragraph, if 
such batch is packaged for dispensing, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but 
in no case less than 12 immediate con¬ 
tainers. 

(b) For sterility testing; 10 imme¬ 
diate containers. 

Such samples shall be collected by taking 
single immediate containers at such in¬ 
tervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are 
approximately equal. 

(ii) The procaine penicillin used in 
making the batch; three packages, or 
10 packages if it is used to make a batch 
containing a vegetable oil as a suspend¬ 
ing agent, each containing approxi¬ 
mately equal portions of not less than 
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0.5 gram, packaged in accordance with 
the requirements of § 146a.44(b). 

(iii) The streptomycin sulfate or di¬ 
hydrostreptomycin sulfate used in mak¬ 
ing the batch; six packages, each con¬ 
taining approximately equal portions of 
not less than 0.5 gram, packaged in ac¬ 
cordance with the requirements of 
§ 146b.l01(b) of this chapter. If the 
streptomycin or dihydrostreptomycin 
used in making the batch is a solution 
of the drug, the person who requests cer¬ 
tification shall dry a sufficient quantity 
of the solution to meet these sample 
requirements. 

(iv) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) If such batch is packaged for re¬ 
packing, such person shall submit with 
his request a sample consisting of: 

(i) For all tests except sterility; 12 
approximately equal portions of at least 2 
milliliters. 

(ii) For sterility testing; 10 approxi¬ 
mately equal portions of at least 1 mil¬ 
liliter. 

Each such portion shall be taken from 
different parts of such batch, and each 
shall be packaged in a separate container 
and in accordance with the requirements 
of paragraph (b) of this section. 

(5) No result referred to in subpara¬ 
graph (2) (ii) and (iii) of this para¬ 
graph, and no sample referred to in 
subparagraph (3) (ii) and (iii) of this 
paragraph, is required if such result or 
sample has been previously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (ii), 

(iii), and (iv) of this section; $5.00 for 
each immediate container submitted in 
accordance with paragraph (d) (3) (i) 

(a) and (4) (i) of this section; $10.00 
for all containers submitted in accord¬ 
ance with paragraph (d) (3) (i) (b) of 
this section; $10.00 for all containers 
submitted in accordance with paragraph 
(d) (4) (ii) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter, for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146a.68 Benzathine penicillin G (benz¬ 
athine penicillin G salt). 

(a) Standards of identity , strength , 
quality, and purity. Benzathine penicil¬ 
lin G is the crystalline N,N'dibenzyl- 
ethylenediamine salt of penicillin G. It 
contains not less than 85 percent by 
weight of the N,N'dibenzylethylenedi- 
amine salt of penicillin G. Each such 
drug is so purified and dried that: 

(1) Its potency is not less than 1050 
units per milligram. 


(2) It is sterile. 

(3) It is nontoxic. 

(4) It is nonpyrogenic. 

(5) Its moisture content is not more 
than 8 percent. 

(6) Its pH in a saturated aqueous so¬ 
lution is not less than 5.0 and not more 
than 7.5. 

(b) Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition 
as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. 

(c) Labeling. Each package shall 
bear on its outside wrapper or container 
and the immediate container, as here¬ 
inafter indicated, the following: 

(1) The batch mark. 

(2) The weight of the drug and the 
number of units in the immediate con¬ 
tainer. 

(3) The statement “Expiration date 

-,” the blank being filled in 

with the date which is 36 months after 
the month during which the batch was 
certified. 

(4) The statement “For manufactur¬ 
ing use only.” 

(5) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 

(d) Request for certification, check 
tests and assays; samples. (1) In addi¬ 
tion to complying with the requirements 
of § 146.2 of this chapter, a person who 
requests certification of a batch shall 
submit with his request a statement 
showing the batch mark, the number of 
packages of each size in the batch, the 
weight of the drug and the number of 
units in each package, and (unless it was 
previously submitted) the date on which 
the latest assay of the drug comprising 
such batch was completed. Such request 
shall be accompanied or followed by the 
results of tests and assays made by him 
on the batch for potency, sterility, toxic¬ 
ity, pyrogens, moisture, pH crystallinity, 
and the penicillin G content. 

(2) Such person shall submit with his 
request an accurately representative 
sample of the batch, consisting of the 
following: 

(i) For all tests except sterility; 10 
packages. 

(ii) For sterility testing; 10 packages. 

Each such package shall contain approx¬ 
imately 300 milligrams taken from dif¬ 
ferent parts of such batch, and each 
shall be packaged in accordance with the 
requirements of paragraph (b) of this 
section. 

(3) In connection with contemplated 
requests for certification of batches of 
another drug in the manufacture of 
which benzathine penicillin G is to 
be used, the manufacturer of a batch 
which is to be so used may request 
the Commissioner to make check 
tests and assays on a sample of such 



batch, taken as prescribed by suhn. 
graph (2) of this paragraph S* 
information required by subpara“at 
(1) of this paragraph may be oS 
results of tests and assays not S1 
for the batch when used in suctuthl 
drug. The Commissioner shall ret**?I 
such manufacturer results of such eh J 
tests and assays as are so request*! 1 

F ^ es \./ rhe fee for the servio 
rendered with respect to each batch™ 
der the reguiations in this part shall b 
(1) $4.00 for each immediate coi 
tamer in the sample submitted in a 
cordance with paragraph (d) ( 2 ) \ 
and (3) of this section; $io for all co 
tainers submitted in accordance wit 
paragraph (d) (2) (ii) of this section. 

the Commissioner considei 
that investigations, other than the ei 
amination of such immediate container 
are necessary to determine whether ( 
not such batch complies with the re 
quirements of § 146.3 of this chapter t[ 
the issuance of a certificate, the cost ( 
such investigations. 


The fee prescribed by subparagraph (1 
of this paragraph shall accompany tb 
request for certification unless such fe 
is covered by an advance deposit main 
tained in accordance with § 146.8 (d) i 
this chapter. 


§ 146a.69 Benzathine penicillin C oral 
suspension, benzathine penicillJ 
G for oral suspension (benzathh] 
penicillin G powder). 


(a) Standards of identity , strength 
quality , and purity. Benzathine penicilj 
lin G oral suspension is an aqueous sui 
pension of benzathine penicillin G,j 
benzathine penicillin G for oral t 
sion is a dry mixture of benzathine j 
icillin G; each drug may contain < 
more suitable and harmless dispel 
agents, buffer substances, and preser 
tives, with or without one or more i 
able sulfonamides and suitable 
harmless colorings and flavorings, 
less it is intended solely for veterinai 
use, the potency of the oral suspensioj 
and of the suspension prepared as 
rected in its labeling is not less th 
20,000 units per milliliter. Its pH is r 
less than 6.0 and not more than ’i 
If it is a dry mixture of the dri 
its moisture content is not more 1 
percent. The benzathine penicillin l 
used conforms to the requirements < 

§ 146a.68 (a), except subparagraphs f 

(4), and, if it is the oral suspension, (5)1 
of that paragraph. Each other sut)| 
stance used, if its name is recognized ii 
the U. S. P. or N. F., conforms to 1 
standards prescribed therefor by suet 
official compendium. 

(b) Packaging. The immediate C( 
tainer shall be a tight container as i 
fined by the U. S. P. and shall be of £ 
composition as will not cause any chauj 
in the strength, quality, or purity of t’ 
contents beyond any limit therefor I 
applicable standards, except that i 
changes so caused which are normal i 
unavoidable in good packaging, storage,! 
and distribution practice shall be dis-j 
regarded. 

(c) Labeling —(1) It is packaged tot 
dispensing and intended for use by maiu 
In addition to the requirements prf 
scribed by § 1.106(b) of this chapte 
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dilations issued under section 502(f) 
Vthe act), each package shall bear on 
Mabel or labeling, as hereinafter indi- 
J Id, the following: 

(1) On the outside wrapper or con¬ 
fer and the immediate container the 

foment “Expiration date-” 

he blank being filled in with the date 
St is 24 months after the month during 
Zch the batch was certified, except 
hat if it is the dry mixture of the drug 
he blank may be filled in with the date 
hat is 36 months after the month during 

“mch the batch was certified, if the per- 
)n w ho requests certification has sub- 
litted to the Commissioner results of 
>sts and assays showing that after hav- 
»ig been stored for such period of time 
uc h drug as prepared by him conforms 
* ith the standards prescribed by para- 
aph (a) of this section. 

(ii) on the label and labeling, if 
fonamides are present, after the name 
.jnzathine penicillin G oral suspension” 
ir “benzathine penicillin G for oral sus- 
lension/’ wherever it appears, the words 
“with sulfonamides.” in juxtaposition 
idth such name. 

(2) It is packaged for dispensing and 
is intended solely for veterinary use. 

[ts label and labeling shall comply with 
ill of the requirements prescribed by 
raph (1) of this paragraph, 
except that in lieu of the statement 
‘Caution: Federal law prohibits dispens- 
ng without prescription” each package 
shall include information containing 
directions and warnings for the veter¬ 
inary use of the drug by the laity. 

(d) Request for certification; sani¬ 
es. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the benzathine peni¬ 
cillin G used in making such batch was 
completed, the potency per milliliter if it 
is a suspension of the drug and the num¬ 
ber of units in each immediate container 
if it is a dry mixture, the date on which 
the latest assay of the drug comprising 
such batch was completed, the quantity 
of each ingredient used in making the 
batch, and a statement that each such 
ingredient conforms to the requirements 
prescribed therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests 
and assays listed after each of the fol¬ 
lowing, made by him on an accurately 
representative sample of: 

(i) The batch; average potency per 
milliliter if it is the oral suspension, 
average potency per immediate con¬ 
tainer if it is a dry mixture, pH, and 
moisture if it is a dry mixture of the 
drug. 

. M The benzathine penicillin G used 
in making the batch; potency, toxicity, 
PH, moisture (if it is used in the prepara¬ 
tion of a dry mixture), crystallinity, and 
the penicillin G content. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 


inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch; one immediate con¬ 
tainer for each 5,000 immediate con¬ 
tainers in the batch, but in no case less 
than 5 immediate containers, collected 
by taking single immediate containers 
at such intervals throughout the entire 
time of packaging the batch that the 
quantities packaged during the intervals 
are approximately equal. 

(ii) The benzathine penicillin G used 
in making the batch; 10 packages, each 
containing approximately equal portions 
of not less than 300 milligrams, pack¬ 
aged in accordance with the require¬ 
ments of § 146a.68 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part 
shall be: 

(1) $4.00 for each package in the 
samples submitted in accordance with 
paragraph (d) (3) (i), (ii),and (iii) of 
this section. 

(2) If the Commissioner considers 
that investigations, other than the ex¬ 
amination of such immediate containers, 
are necessary to determine whether or 
not such batch complies with the re¬ 
quirements of § 146.3 of this chapter for 
the issuance of a certificate, the cost of 
such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

(f) Exemption of benzathine penicillin 
G oral suspension and benzathine peni¬ 
cillin G for oral suspension for veterinary 
use from certification . Benzathine peni¬ 
cillin G oral suspension and benzathine 
penicillin G for oral suspension that con¬ 
form to the requirements of paragraphs 
(a)' (except that they may contain one 
or more essential vitamins and mineral 
substances for nutritive purposes), (b), 
and (c) of this section shall be exempt 
from the requirements of sections 502 (1) 
and 507 of the act, if they comply with 
all the following conditions: 

(1) They are intended solely for vet¬ 
erinary use and are conspicuously so 
labeled. 

(2) If they contain added vitamins or 
minerals, the labels bear the name and 
quantity of each such substance and a 
statement that such substances are pres¬ 
ent only for furnishing additional vita¬ 
mins and minerals while animals are 
eating less feed. 

(3) The labels bear an expiration date 
that is not more than 24 months after 
the month during which the batch was 
last assayed and released by the manu¬ 
facturer. 

(4) The labels bear a statement that 
solutions prepared with the drugs are 
stable for not more than 24 hours. 


(5) The circular or other labeling 
within or attached to the package bears 
information that only the antibiotics are 
intended for the prevention or treatment 
of the following conditions, and further, 
bears directions and warnings adequate 
for such use: 

(i) Chronic respiratory disease (air- 
sac infection) in chickens. 

(ii) Blue comb (mud fever, nonspe¬ 
cific infectious enteritis) in poultry. 

(iii) Infectious sinusitis in poultry. 

§ 146a. 70 Penicillin-streptomycin baci¬ 
tracin ointment; penicillin-dihydro- 
streptomycin-bacitracin ointment; 
penicillin - streptomycin - bacitracin 
methylene disalicylate ointment; pen- 
icillin-dihydrostreptomycin-bacitracin 
methylene disalicylate ointment. 

(a) Penicillin-streptomycin-bacitracin 
ointment, penicillin-dihydrostreptomy- 
cin-bacitracin ointment, penicillin- 
streptomycin-bacitracin methylene disa¬ 
licylate ointment, and penicillin-dihy- 
drostreptomycin-bacitracin methylene 
disalicylate ointment conform to all re¬ 
quirements prescribed by § 146a.54 for 
penicillin-streptomycin ointment and 
penicillin - dihydrostreptomycin oint¬ 
ment, except that: 

(1) It contains the equivalent of not 
less than 500 units of bacitracin per 
gram, except if it is intended for udder 
instillation in cattle each dose, as rec¬ 
ommended in its labeling, shall contain 
not less than the equivalent of 5,000 units 
of bacitracin. The bacitracin used con¬ 
forms to the standards prescribed there¬ 
for by § 146e.401(a) of this chapter ex¬ 
cept paragraph (a) (2), (3), (4), and 
(8) of that section. The bacitracin 
methylene disalicylate used conforms to 
the requirements of § 146e.416 (a) of this 
chapter. 

(2) [Reserved] 

(3) In addition to complying with re¬ 
quirements of § 146a.54 (c), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the batch mark and (unless pre¬ 
viously submitted) the results and the 
date of the latest tests and assays of the 
bacitracin or bacitracin methylene di¬ 
salicylate used in making the batch for 
potency, moisture, pH, and ash content. 
He shall also submit in connection with 
his request a sample consisting of not less 
than 7 packages of such ointment and 
(unless it was previously submitted) a 
sample consisting of 6 packages contain¬ 
ing approximately equal portions of not 
less than 0.5 gram each of the bacitracin 
or bacitracin methylene disalicylate used 
in making the batch, packaged in accord¬ 
ance with the requirements of § 146e.401 
(b) of this chapter. 

(b) The fees for the services rendered 
with respect to the samples submitted 
in accordance with paragraph (a) (3) of 
this section shall be: 

(1) $6.00 for each immediate con¬ 
tainer of ointment submitted. 

(2) $4.00 for each immediate con¬ 
tainer of bacitracin or bacitracin methyl¬ 
ene disalicylate submitted. 

§ 146a.71 Penicillin-streptomycin dental 
cones; penicillin-dihydrostreptomycin 
dental cones. 

(a) Penicillin-streptomycin dental 
cones and penicillin-dihydrostreptomy- 
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cin dental cones conform to all require¬ 
ments prescribed by § 146a.31 for peni¬ 
cillin dental cones and are subject to all 
procedures prescribed by that section for 
penicillin dental cones, except that: 

(1) Each cone contains not less than 
25 milligrams of streptomycin or dihy¬ 
drostreptomycin. The streptomycin 
used conforms to the standards pre¬ 
scribed by § 146b.101 (a) of this chapter, 
except subparagraphs (2)\ (4), and (5) 
of that paragraph. The dihydrostrepto¬ 
mycin used conforms to the standards 
prescribed by § 146b.l03 of this chapter, 
except the standards for sterility, pyro¬ 
gens, and histamine. 

(2) Its moisture content is not more 
than 3 percent. 

(3) An expiration date of 48 months 
or 60 months after the month during 
which the batch was certified may be 
used if the person who requests certifi¬ 
cation has submitted to the Commis¬ 
sioner results of tests and assays show¬ 
ing that after having been stored for 
such period of time such drug as pre¬ 
pared by him conforms with the stand¬ 
ards prescribed in subparagraphs (1) 
and (2) of this paragraph. 

(4) In addition to complying with the 
requirements of § 146a.31 (d), the person 
who requests certification of a batch of 
penicillin-streptomycin dental cones or 
penicillin- dihydrostreptomycin dental 
cones shall submit with his request a 
statement showing the batch mark and 
(unless ft was previously submitted) the 
results and the date of the latest tests 
and assays of the streptomycin or dihy¬ 
drostreptomycin used in making the 
batch for potency, toxicity, moisture, pH, 
streptomycin content if it is dihydro¬ 
streptomycin and crystallinity if it is 
crystalline dihydrostreptomycin, and 
the number of units of penicillin and the 
number of milligrams of streptomycin or 
dihydrostreptomycin in each cone of the 
batch. He shall also submit in connec¬ 
tion with his request (unless previously 
submitted) a sample consisting of 6 
packages containing approximately 
equal portions of not less than 0.5 gram 
each of the streptomycin or dihydro¬ 
streptomycin used in making the batch, 
packaged in accordance with the re¬ 
quirements of § 146b. 101b of this chap¬ 
ter. 

(b) The fees for the services rendered 
with respect to the samples submitted in 
accordance with paragraph (a) (4) of 
this section shall be: 

(1) $1.00 for each cone submitted in 
accordance with the requirements of 
§ 146a.31 (d)(3) (i) ( a ) and (c). 

(2) $4.00 for each immediate con¬ 
tainer in the sample of streptomycin or 
dihydrostreptomycin submitted. 

§ 146a.72 Hydrabamine penicillin V 
(penicillin V hydrabamine salt). 

(a) Standards of identity, strength, 
quality, and purity. Hydrabamine peni¬ 
cillin V is the crystalline hydrabamine 
salt of penicillin V. It contains not less 
than 90 percent of the hydrabamine salt 
of penicillin V. It is so purified and 
dried that: 

(1) Its potency is not less than 825 
units per milligram. 


(2) It is nontoxic. 

(3) Its moisture content is not more 
than 2 percent. 

(4) Its pH in a saturated aqueous 
solution is not less than 3.0 and not more 
than 6.5. 

(5) Its extinction coefficient E\ % 

i cm. 

is not less than 8.0 at 276 my. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. and shall 
be of such composition as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused that are 
normal and unavoidable in good pack¬ 
aging, storage, and distribution practice 
shall be disregarded. 

(c) Labeling. Each package shall 
bear on its outside wrapper or container 
and the immediate container, as here¬ 
inafter indicated, the following: 

(1) The batch mark. 

(2) The number of units per milli¬ 
gram and the number of grams in the 
immediate container. 

(3) The statement “Expiration date 

-,” the blank being filled in with 

the date that is 12 months after the 
month during which the batch was 
certified. 

(4) The statement “For use in the 
manufacture of nonparenteral drugs 
only.” 

(5) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 

(d) Request for certification; samples . 

(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in the 
batch, and the date on which the latest 
assay of the drug comprising such batch 
was completed. Such request shall be 
accompanied or followed by the results 
of tests and assays made by him on the 
batch for potency, toxicity, moisture, pH, 
crystallinity, the penicillin V content, 
and extinction coefficient. 

(2) Such person shall submit with his 
request an accurately representative 
sample of the batch, consisting of 10 
packages, each containing approximately 
300 milligrams taken from a different 
part of such batch, packaged in accord¬ 
ance with the requirements of paragraph 
(b) of this section. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate container 
in the sample submitted in accordance 
with paragraph (d) (2) of this section. 

(2) If the Commissioner considers that 
investigations other than examination 
of such immediate containers are neces¬ 
sary to determine whether or not such 
batch complies with the requirements of 
§ 146.3 of this chapter for the issuance 
of a certificate, the cost of such investi¬ 
gations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 
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Hydrabamine penicillin V oral susn^r 
sion conforms to all requirements aid ■ 
subject to all procedures prescribed 4 
§ 146a.98 for hydrabamine penicZ® 
oral suspension, except that: 

(a) Hydrabamine penicillin V is 
in lieu of hydrabamine penicillin G n 
hydrabamine penicillin V used confor 
to the requirements of § 146a.72 (a) 

(b) Its pH is not less than 4.5 and J 

more than 6.5. a na 

(c) In lieu of the directions prescrih*. 
by § 146a.98 (d) (2) (ii), a person *fl 
requests certification of a batch sir 
submit in connection with his request re 
suits of the tests and assays made h 
him on an accurately representatii 
sample of the hydrabamine penicillin 
used in making the batch for potenc 
toxicity, moisture, pH, crystallinity tt 
penicillin V content, and the extinctio 
coefficient. 


§ 146a.74 Diethylaminoethyl ester pei 
icillin G hydriodide (penicillin G <L 
ethylaminoethyl ester hydriodide). I 

(a) Standards of identity, strength- 
quality, and purity. Diethylaminoethyl 
ester penicillin G hydriodide is the crysf 
talline diethylaminoethyl ester hydrio] 
dide salt of penicillin G. It contains no] 
less than 85 percent by weight oj 
0-diethylaminoethyl ester hydriodide 
salt of penicillin G. It is so purified am 
dried that: 

(1) Its potency after hydrolysis is no] 
less than 900 units per milligram. 

(2) It is sterile. 

(3) It is nonpyrogenic. 

(4) It is non toxic. 

(5) Its moisture content is not morj 
than 1 percent. 

(6) The pH of a saturated aqueod 
solution is not less than 4.0 and not more 
than 6.5. 

(b) Packaging. In all cases the iml 
mediate container shall be a tight con«| 
tainer as defined by the U. S. P., shall h 
sterile at the time of filling and closini 
shall be so sealed that the contents can| 
not be used without destroying the seal 
and shall be of such composition as wil| 
not cause any change in the strength 
quality, or purity of the contents beyom 
any limit therefor in applicable stands 
ards, except that minor changes sq 
caused which are normal and unavoidj 
able in good packaging, storage, and c 
tribution practice shall be disregarded 

(c) Labeling. Each package shal 
bear, on its outside wrapper or con-J 
tainer and the immediate container t 
hereinafter indicated, the following: 

(1) The batch mark. 

(2) The weight of the drug and the 
number of units in the immediate con-|| 
tainer. 

(3) The statement “Expiration date 

_,” the blank being filled in 

with the date which is 24 months after] 
the month during which the batch 1 
certified. 

(4) The statement “For manufactur-| 
ing use only.” 

(5) The statement ‘Caution: Feden 
law prohibits dispensing without pre¬ 
scription.” 

(d) Request for certification, check i 
tests and assays; samples. (1) In addi-l 
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to complying with the requirements 
5, 146 2 of this chapter, a person who 
Inests certification of a batch shall 
"hmit W ith his request a statement 
— Sowing the batch, mark, the num- 
1 Sr of packages of each size in the 
■ the weight of the drug and the 
-Iher of units in each package, and 
S?ess it was previously submitted) 
ST date on which the latest assay 
l j fj, e drug comprising such batch 
“ completed. Such request shall be 
Accompanied or followed by the results of 
tests and assays made by him for po¬ 
tency sterility, toxicity, pyrogens, mois- 
Jjre, pH, crystallinity, and the penicillin 

® uTsuch person shall submit with his 
wouest an accurately representative 
sample of the batch, consisting of the 
following: 

«) For all tests except sterility; 10 

"8% sterility testing; 10 packages. 
Each such package shall contain ap¬ 
proximately 300 milligrams taken from 
a different part of such batch, and each 
shall be packaged in accordance with 
requirements of paragraph (b) of 
this section. 

(3) In connection with contemplated 
requests for certification of batches of 
another drug in the manufacture of 
which it is to be used, the manufacturer 
of a batch which is to be so used may 
request the Commissioner to make check 
tests and assays on a sample of such 
batch, taken as prescribed by subpara¬ 
graph (2) of this paragraph. From the 
information required by subparagraph 
(1) of this paragraph may be omitted 
results of tests and assays not required 
for the batch when used in such other 
drugs. The Commissioner shall report 
to such manufacturer results of such 
check tests and assays as are so re¬ 
quested. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate container 
in the samples submitted in accordance 
with paragraph (d) (2) (i) and (3) of 
this section; $10.00 for all containers 
submitted in accordance with paragraph 
(d) (2) (ii) of this section. 

(2) If the Commissioner considers 
that investigations other than the ex¬ 
amination of such immediate contain* 
ers are necessary to determine whether 
or not such batch complies with the re¬ 
quirements of § 146.3 of this chapter, 
for the issuance of a certificate, the cost 
of such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§146a.73 Diethylaminoethyl ester peni¬ 
cillin G hydriodide for aqueous in¬ 
jection (penicillin G diethylaniino- 
etliyl ester hydriodide for aqueous 
injection). 

(a) Standards of identity, strength, 
quality, and purity . Diethylaminoethyl 
ester penicillin G hydriodide for aque¬ 
ous injection is diethylaminoethyl ester 
Penicillin G hydriodide and one or more 
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suitable and harmless suspending or 
dispersing agents, with or without one 
or more suitable and harmless preserva¬ 
tives and buffer substances. It is so puri¬ 
fied and dried that: 

(1) It is sterile. 

(2) Its moisture content is not more 
than 1 percent. 

(3) It is nonpyrogenic. 

(4) It is nontoxic. 

(5) The pH of a saturated aqueous so¬ 
lution is not less than 5.0 and not more 
than 7.5. 

The diethylaminoethyl ester penicillin 
G hydriodide used conforms to the re¬ 
quirements of § 146a.74 (a). Each other 
substance used, if its name is recognized 
in the U. S. P. or N. F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying such 
seal, and shall be of such composition as 
will not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 
In case it is packaged for dispensing, it 
shall be in immediate containers of col¬ 
orless transparent glass, closed by a sub¬ 
stance through which a hypodermic 
needle may be introduced and withdrawn 
without removing the closure or destroy¬ 
ing its effectiveness. Each such con¬ 
tainer shall contain 500,000 units or 
multiples thereof up to and including 
5,000,000 units, and each may be pack¬ 
aged in combination with a container of 
a suitable aqueous diluent. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man . 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label or labeling, as hereinafter in¬ 
dicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and thfe immediate container, the 

statement “Expiration date - 

the blank being filled in with the date 
that is 24 months after the month dur¬ 
ing which the batch was certified. 

(ii) On the circular or other labeling 
within or attached to the package, the 
conditions under which suspensions of 
the drug may be stored, and the state¬ 
ment “Sterile suspension may be kept at 
room temperature for 7 days, or in re¬ 
frigerator for 3 weeks, without significant 
loss of potency.” 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 
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(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chap¬ 
ter, a person who requests certifica¬ 
tion of a batch shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 
(unless it was previously submitted) 
the date on which the latest assay of 
the diethylaminoethyl ester penicillin 
G hydriodide used in making such 
batch was completed, the number of 
units in each such packages, the quan¬ 
tity of each ingredient used in making 
the batch, the date on which the latest 
assay of the drug comprising such 
batch was completed, and a statement 
that each ingredient used in making 
the batch conforms to the require¬ 
ments prescribed therefor by this sec¬ 
tion. If such batch, or any part 
thereof, is to be packaged with a solvent, 
such request shall be accompanied by a 
statement that such solvent conforms to 
the requirements prescribed therefor by 
this section. 

(2) Except as otherwise provided by 
subparagraph (5) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch; potency, sterility, 
moisture, pyrogens, toxicity, pH. 

(ii) The diethylaminoethyl ester peni¬ 
cillin G hydriodide used in making the 
batch; potency, crystallinity, penicillin 
G content. 

(3) Except as otherwise provided by 
subparagraph (5) of this paragraph, if 
such batch is packaged for dispensing 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but in 
no case less than 10 immediate con¬ 
tainers. 

(b) For sterility testing; 10 immediate 
containers. 

Such samples shall be collected by taking 
single immediate containers at such in¬ 
tervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The diethylaminoethyl ester pen¬ 
icillin G hydriodide used in making the 
batch; 3 packages containing approxi¬ 
mately equal portions of not less than 
500 milligrams each, packaged in ac¬ 
cordance with the requirements of 
§ 146a.74 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5 grams. 

(iv) In the case of an initial request 
for the certification of a batch which is 
to be packaged in combination with an 
aqueous diluent which is not recognized 
by the U. S. P., or when any change is 
made in the composition of such diluent; 
5 packages of the diluent included in 
the combination. 
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(4) If such batch Is packaged for re¬ 
packing, such person shall submit with 
his request a sample consisting of the 
following: 

(i) For all tests except sterility; 10 
packages. 

(ii) For sterility testing; 10 packages. 

Each such package shall contain ap¬ 
proximately 300 milligrams, taken from 
a different part of such batch, and each 
shall be packaged in accordance with the 
requirements of paragraph (b) of this 
section. 

(5) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required 
if such result or sample has been pre¬ 
viously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in 
accordance with paragraph (d) (3) (i) 

(a), (ii), (iii), (iv), and (4) (i) of this 
section; $10.00 for all containers sub¬ 
mitted in accordance with paragraph 
(d)(3)(i)(b) of this section; $10.00 for 
all containers submitted in accordance 
with paragraph (d) (4) (ii) of this 
section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter, for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

/ 

§ 146a. 76 Penicillin-streptomycin im¬ 
plantation pellets; penillicin-dihydro- 
streptomycin implantation pellets. 

(a) Standards of identity, strength, 
Quality, and purity . Penicillin-strepto¬ 
mycin implantation pellets and penicil- 
lin-dihydrostreptomycin implantation 
pellets are pellets composed of crystal¬ 
line penicillin or procaine penicillin and 
streptomycin or dihydrostreptomycin, 
with or without the addition of one or 
more suitable and harmless diluents, 
binders, and lubricants. Each pellet 
contains not less than 5,000 units of pen¬ 
icillin and not less than 6.25 milligrams 
of streptomycin or dihydrostreptomycin. 
Its moisture content is not more than 5 
percent. The crystalline penicillin con¬ 
forms to the requirements of § 146a.24 
(a), except subparagraphs (2) and (4) 
of that paragraph. The procaine peni¬ 
cillin conforms to the requirements of 
§ 146a.44(a), except subparagraphs (2) 
and (3) of that paragraph. The strepto¬ 
mycin used conforms to the requirements 
of § 146.101(a) of this chapter, except 
§ 146b.l01(a) (2), (4), and (5). The 
dihydrostreptomycin used conforms to 
the requirements of § 146b.l03 of this 
chapter, except the standards for steril¬ 
ity, pyrogens, and histamine content. 
Each other substance used, if its name 


Is recognized in the U.S.P. or N.F., con¬ 
forms to the requirements prescribed 
therefor by such official compendium. 

(b) Packaging. Unless each pellet is 
enclosed in a foil or plastic film and such 
enclosure is a tight container as defined 
by the U. S. P., except the provision that 
it shall be capable of tight reclosure, the 
immediate container shall be a tight con¬ 
tainer as so defined. The immediate 
container may also contain a desiccant 
separated from the pellets by a plug of 
cotton or other like material. The com¬ 
position of the immediate container or of 
the foil or film enclosure shall be such 
as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in appli¬ 
cable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. 

(c) Labeling. Each package shall 
bear on its label or labeling as herein¬ 
after indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark. 

(ii) The number of units of penicillin 
in each pellet of the batch. 

(iii) The number of milligrams of 
streptomycin or dihydrostreptomycin in 
each pellet of the batch. 

(iv) The statement ‘‘For veterinary 
use only.” 

(v) The statement “Expiration date 

---,” the blank being filled in 

with the date which is 18 months after 
the month during which the batch was 
certified. 

(2) On the circular or other labeling 
within or attached to the package, if it is 
packaged for dispensing, adequate direc¬ 
tions and warnings for the veterinary use 
of such drug by the laity. Such circular 
or other labeling may also bear a state¬ 
ment that a brochure or other printed 
matter containing information for other 
veterinary uses of such drug by a veteri¬ 
narian licensed by law to administer it 
will be sent to such veterinarian on 
request. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark, the 
number of pellets in such batch, the 
number of pellets of the batch packaged 
into dispensing-size containers during 
each day’s packaging operations, the 
number of units of penicillin and the 
number of milligrams of streptomycin 
or dihydrostreptomycin in each pellet, 
the date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted, the date (unless submitted pre¬ 
viously) on which the latest assay of the 
penicillin and streptomycin or dihydro¬ 
streptomycin, used in making the batch 
was completed, the quantity of each in¬ 
gredient used in making the batch, and 
a statement that such ingredient con¬ 
forms to the requirements prescribed 
therefor, if any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 


with his request results of the teste »J 
assays listed after each of the follLn 
made by him on an accurately repreamS 
ative sample of: 

(i) The batch: 

(a) M the person who requests cerJ 
tification is the manufacturer of thJ 
batch: Average potency and averaed 
moisture of pellets collected durine nJ 
time of making the batch, and unless £3 
pellets are packaged into dispensing] 
size containers immediately after thed 
are compressed, average moisture ofl 
pellets collected during each dav 
packaging the batch. 

(5) If the person who requests certi-l 
fication is not the manufacturer of the] 
batch: Average potency and averaseL 
moisture of pellets collected during eachl 
day the pellets are being packaged into! 
dispensing-size containers. 

(ii) The penicillin used in making the! 
batch; potency, toxicity, moisture pH I 
crystallinity, and heat stability (unless! 
it is procaine penicillin), penicillin Ki 
content (unless it is crystalline penicillin! 
G or procaine penicillin G), and the! 
penicillin G content if it is crystalline! 
penicillin G or procaine penicillin G. | 

(iii) The streptomycin or dihydro- 1 
streptomycin used in making the batch ] 
potency, toxicity, moisture, pH, strepto-l 
mycin content if it is dihydrostreptoJ 
mycin, and crystallinity if it is crystalline] 
dihydrostreptomycin sulfate. 

(3) Except as otherwise provided by] 
subparagraph (4) of this paragraph,I 
such person shall submit in connection ] 
with his request, in the quantities here-1 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch: 

(a) If the person who requests certi¬ 
fication is the manufacturer of the ( 
batch: One pellet for each 5,000 pellets 
in the batch, but in no case less than [ 
30 pellets collected by taking single pel¬ 
lets throughout the entire time of mak¬ 
ing the batch that the quantities made 
during the intervals are approximately 
equal. 

(b) If, after making, such person l 
packages the batch into dispensing-size 
containers: 20 pellets collected at equal I 
intervals during each day the pellets are 
being packaged, except that this sample ! 
is not required if the pellets are packaged | 
immediately after they are made; or 

(c) If the person who requests certi¬ 
fication is not the manufacturer of the 
batch (for the purposes of certification, 
a batch shall be that number of pellets 
filled by such person into dispensing-size 
containers during each day’s packaging 
operations): One pellet for each 5,000 
pellets in the batch, but in no case less 
than 30 pellets collected, by taking single 
pellets at such intervals throughout each 
day of packaging the pellets that the 
quantities packaged during the intervals 
are approximately equal. 

(ii) The penicillin used in making the 
batch; 10 packages, each containing ap¬ 
proximately equal portions of not less 
than 60 milligrams if it is crystalline 
penicillin and not less than 300 milli¬ 
grams if it is procaine penicillin, each 
taken from a different part of such batch 
and packaged in accordance with the re¬ 
quirements of § 146a.24 (b) or § 146a.44 
(b). • 






The streptomycin or dihydro- 
wntomycin used in making the batch; 

each containing approxi- 
JETo # gram, taken from a different 
of such batch and packaged in ac- 
SUce with the requirements of 
146 b 101 (b) of this chapter, 
it) in case of an initial request for 
■rttfcation, each other ingredient used 
the batch; one package of 
5* containing approximately 5 grams. 
No result referred to in subpara- 
(2) (ii) and (iii) of this para¬ 
ph and no sample referred to in sub- 
Eurraph (3) (ii) and (iii) of thispara- 
nmh is required if such result or sample 
las been previously submitted. 

(e) Fees. The fees for the services 
endered with respect to each batch 
aider the regulations in this part shall 


$1.00 for each pellet in the samples 
ubmitted in accordance with paragraph 
d)(3)(i) (a) and (c) of this section; 
3.00 for the sample submitted in ac- 
ordance with paragraph (d) (3) (i) (b) 
ii this section; $4.00 for each package 
ubmitted in accordance with paragraph 
d) (3) (ii), (iii), and (iv) of this section. 

(2) If the Commissioner considers 
hat investigations other than examina- 
lon of such pellets and packages are 
lecessary to determine whether or not 
such batch complies with the require- 
of § 146.3 of this chapter, for the 
issuance of a certificate, the cost of such 
nvestigations. 
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The fee prescribed by subparagraph (1) 
)i this paragraph shall accompany the 
request for certification unless such fee 
scovered by an advance deposit main¬ 
lined in accordance with § 146.8 (d) 
of this chapter. 


146a.77 Benzathine penicillin G for 
aqueous injection. 

(а) Standards of identity, strength, 
quality, and purity. Benzathine penicil- 
inGfor aqueous injection is a dry mix- 
iure of benzathine penicillin G and one 
or more suitable and harmless suspend¬ 
ing or dispersing agents and with or 
without one or more suitable and harm- 
ess preservatives, buffer substances, and 
local anesthetics; or it is an aqueous sus¬ 
pension of benzathine penicillin G and 
one or more suitable and harmless sus¬ 
pending or dispersing agents, buffer sub¬ 
stances, and preservatives and with or 
without one or more suitable and harm¬ 
less local anesthetics. It is so purified 
that: 

(1) If it is an aqueous suspension of 
the drug, each container or each milli¬ 
liter shall contain not less than 300,000 
units. 

(2) It is sterile. 

(3) If it is the dry mixture of the 
drug, its moisture content is not more 
than 8 percent. 

(4) It is nonpyrogenic. 

(5) It is nontoxic. 

(б) Its pH in saturated solution is not 
ss than 5.0 and not more than 7.5. 

The benzathine penicillin G used con¬ 
forms to the requirements of § 146a.68 
to). Each other substance used, if its 
name is recognized in the U. S. P. or 
N. F., conforms to the standards pre¬ 


scribed therefor by such official com¬ 
pendium. 

(b) Packaging . In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P., shall 
be sterile at the time of filling and 
closing, shall be so sealed that the con¬ 
tents cannot be used without destroying 
such seal, and shall be of such composi¬ 
tion as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. In case it is packaged for dis¬ 
pensing, it shall be in immediate con¬ 
tainers of colorless, (unless it is intended 
solely for veterinary use) transparent 
glass, closed by a substance through 
which a hyprodermic needle may be in¬ 
troduced and withdrawn without re¬ 
moving the closure or destroying its ef¬ 
fectiveness. If it is the dry mixture 
of the drug, each such container shall 
contain 300,000 units, 600,000 units, 
000,000 units, 1,200,000 units, 1,500,000 
units, 2,400,000 units, or 3,000,000 units, 
unless it is intended solely for veterinary 
use and is conspicuously so labeled. 
Each such container may be packaged 
in combination with a container of a 
suitable aqueous diluent. If it is the 
aqueous suspension of the drug, each 
such container shall contain not less 
than 1 milliliter (unless it is pack¬ 
aged to contain a single dose) and not 
more than 10 milliliters (unless it 
is intended solely for veterinary use 
and is conspicuously so labeled), and 
each shall be filled with a volume in ex¬ 
cess of that designated, which excess 
shall be sufficient to permit the with¬ 
drawal and the administration of the 
volume indicated, whether administered 
in either single or multiple doses. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the requirements of § 1.106 
(b) of this chapter (regulations issued 
under section 502(f) of the act), each 
package shall bear on its label and label¬ 
ing, as hereinafter indicated, the follow¬ 
ing: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container: 

(a) The statement “Expiration date 

_the blank being filled in, if 

it is a dry mixture of the drug, with the 
date that is 48 months, or if it is the 
aqueous suspension of the drug, with the 
date that is 18 months after the month 
during which the batch was certified, 
except that the blank may be filled in 
with the date that is 24 months, 36 
months, 48 months, or 60 months after 
the month during which the batch was 
certified, if the person who requests cer¬ 
tification has submitted to the Commis¬ 
sioner results of tests and assays showing 
that after having been stored for such 
period of time such drug as prepared by 
him complies with the standards pre¬ 
scribed by paragraph (a) of this section. 

(b) If it is the aqueous suspension of 
the drug, the statement “Store in refrig¬ 
erator not above 15° C. (59° F.)” or 
“Store below 15° C. (59° F.),” unless 
the person who requests certification has 
submitted to the Commissioner results of 


tests and assays showing that such drug 
as prepared by him complies with the 
standards prescribed by paragraph (a) 
of this section after having been stored 
at room temperature. 

(ii) On the circular or other labeling 
within or attached to the package, if it 
is the dry mixture of the drug, the con¬ 
ditions under which suspensions made 
from such drug should be stored, and the 
statement' “Sterile suspension may be 
kept at room temperature for 1 week, or 
in refrigerator for 3 weeks, without sig¬ 
nificant loss of potency.” 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary use • 
of the drug by the laity. 

(d) Request for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch of benzathine penicillin G 
for aqueous injection shall submit with 
his request a statement showing the 
batch mark, the number of packages of 
each size in such batch, the batch mark 
and (unless it was previously submitted) 
the date on which the latest assay 
of the benzathine penicillin G used in 
making such batch was completed, the 
number of units in each of such pack¬ 
ages, the quantity of each ingredi¬ 
ent used in making the batch, the 
date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted, and a statement that each ingre¬ 
dient used in making the batch conforms 
to the requirements prescribed therefor, 
if any, by this section. If such batch, 
or any part thereof, is to be packaged 
with a solvent, suc v request shall also 
be accompanied by a statement that 
such solvent conforms to the require¬ 
ments prescribed therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (5) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency, sterility, 
moisture (unless it is an aqueous sus¬ 
pension of the drug), pyrogens, toxicity, 
pH. 

(ii) The benzathine penicillin G used 
in making the batch; potency, penicillin 
G content, crystallinity. 

(3) Except as otherwise provided by 
subparagraph (5) of this paragraph, if 
such batch is packaged for dispensing, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but 
in no case less than 10 immediate con¬ 
tainers. 

(b) For sterility testing; 10 immediate 
containers. 
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SuSh samples shall be collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The benzathine penicillin G used 
in making the batch; three packages 
containing approximately equal portions 
of not less than 500 milligrams each, 
packaged in accordance with the re¬ 
quirements of § 146a.68 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5 grams. 

(iv) In case of an initial request for 
the certification of a batch of benzathine 
penicillin G for aqueous injection which 
is to be packaged in combination with 
an aqueous diluent which is not recog¬ 
nized by the U. S. P., or when any change 
is made in the composition of such 
diluent, five packages of the diluent 
included in the combination. 

(4) If such batch is packaged for re¬ 
packing, such person shall submit with 
his request a sample consisting of the 
following: 

(i) For all tests except sterility; 10 
packages. 

(ii) For sterility testing; 10 packages. 

Each such package shall contain not less 
than approximately 300 milligrams 
taken from different parts of such batch, 
and each shall be packaged in accord¬ 
ance with the requirements of para¬ 
graph (b) of this section. 

(5) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate container 
in the samples submitted in accordance 
with paragraph (d) (3) (i) (a) , (ii), (iii), 
(iv), and (4) (i) of this section; $10.00 
for all containers submitted in accord¬ 
ance with paragraph (d)(3)(i)(6) and 
(4) (ii) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter, for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146a. 78 Benzathine penicillin G and 
buffered crystalline penicillin for 
aqueous injection. 

(a) Benzathine penicillin G and buf¬ 
fered crystalline penicillin for aqueous 
injection conforms to all requirements 
prescribed by § 146a.77 for the dry mix¬ 
ture of penicillin G for aqueous injection, 
and is subject to all procedures pre¬ 
scribed by § 146a.77 for the dry mixture 
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of benzathine penicillin G for aqueous 
injection, except that: 

(1) Each immediate container shall 
contain not less than 50,000 units of buf¬ 
fered crystalline penicillin for each 300,- 
000 units of benzathine penicillin G. 
The buffered crystalline penicillin con¬ 
forms to the requirements prescribed 
therefor by § 146a.37. 

(2) The circular or other labeling 
within or attached to the package shall 
bear in lieu of the statement prescribed 
by § 146a.77(c) (1) (ii), the statement 
“Sterile suspension may be kept in re¬ 
frigerator for 1 week without significant 
loss of potency/’ 

(3) In addition to complying with the 
requirements of § 146a.77 (d), a person 
who requests certification of a batch of 
benzathine penicillin G and buffered 
crystalline penicillin for aqueous injec¬ 
tion shall submit with his request a 
statement showing the batch mark and 
(unless it was previously submitted) 
the results and date of the latest tests 
and assays of the buffered crystalline 
penicillin used in making the batch for 
potency, crystallinity, heat stability, 
penicillin K content (unless it is buffered 
crystalline penicillin G) and the peni¬ 
cillin G content if it is buffered crystal¬ 
line penicillin *G, the number of units 
of benzathine penicillin G and the num¬ 
ber of units of buffered crystalline peni¬ 
cillin in each immediate container of 
the batch. He shall also submit in con¬ 
nection with his request a sample con¬ 
sisting of three packages containing ap¬ 
proximately equal portions of not less 
than 250 milligrams each of the buffered 
crystalline penicillin used in making the 
batch. If such batch is packaged for 
repacking, each portion in the sample 
required by § 146a.77 (d) (4) shall con¬ 
sist of approximately 400 milligrams in 
lieu of 300 milligrams. 

(b) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
paragraph (a) (3) of this section shall 
be: 

(1) $5.00 for each immediate container 
of the sample submitted in accordance 
with § 146a.77 (d) (4). 

(2) $4.00 for each immediate con¬ 
tainer of buffered crystalline penicillin 
submitted. 

§ 146a. 79 Chloroprocaine penicillin O 
(penicillin O chloroprocaine salt). 

(a) Standards of identity , strength, 
quality, and purity. Chloroprocaine pen¬ 
icillin O is the crystalline 2-chloropro¬ 
caine salt of penicillin O prepared from 
2-chloroprocaine hydrochloride (95 per¬ 
cent purity and a melting point of 171°- 
176° C.) and crystalline penicillin O. It 
contains not less than 85 percent of the 
2-cljloroprocaine salt of penicillin O and 
not more th.an 0.5 percent of the 2-chlo¬ 
roprocaine salt of penicillin G. Each 
such drug is so purified and dried that: 

(1) Its potency is not less than 850 
units per milligram. 

(2) It is sterile. 

(3) It is nonpyrogenic. 

(4) It is nontoxic. 

(5) Its moisture content is not more 
than 4.2 percent. 


(6) Its pH in saturated aqueous 
££*«* than 5.0 and no"? mo 

(b) Packaging. In all cases th. i™ 
mediate containers shall be tight.™ 
tainers as defined by the U s P a 
be sterile at the time of filling and oir! 
ing, shall be so sealed that the content 
cannot be used without destroying 
seal, and shall be of such compositio 
as will not cause any change in S 
strength, quality, or purity of the con 
tents beyond any limit therefor in u 
plicable standards, except that min 0 
changes so caused which are normal an 
unavoidable in good packaging, storae- 
and distribution practice shall be 
regarded. 

(c) Labeling. Each package 0 
chloroprocaine penicillin O shall bear o 
its outside wrapper or container and th 
immediate container, as hereinafter in 
dicated, the following: 

(1) The batch mark. 

(2) The weight of the drug and th 
number of units in the immediate con 
tainer. 

(3) The statement “Expiration dat 

-the blank being filled i 

with the date which is 36 months afte 
the month during which the batch wa 
certified. 

(4) The statement “For manufactur 
ing use only.” 

(5) The statement “Caution: Federa 
law prohibits dispensing without pre 
scription.” 


(d) Request for certification, checl 
tests and assays; samples. (1) In addi 
tion to complying with the requirement! 
of § 146.2 of this chapter, a persoi 
who requests certification of a batcl 
of chloroprocaine penicillin O shall sub 
mit with his request a statement show 
ing the batch mark, the number o 
packages of each size in the batch 
the weight of the drug and the num¬ 
ber of units in each package, and 
(unless it was previously submitted) th< 
date on which the latest assay of th( 
drug comprising the batch was com 
pleted. Such request shall be accom 
panied or followed by the results of test! 
and assays made by him on the batch foi 
potency, sterility, toxicity, pyrogens, 
moisture, pH, crystallinity, chloropro¬ 
caine penicillin O content, and chloro¬ 
procaine penicillin G content. 

(2) Such person shall submit in con¬ 
nection with his request an accurately 
representative sample of the batch: 

(i) For all tests except sterility; 10 
packages. 


(ii) For sterility testing; 10 packages. 


Each such package shall contain ap¬ 
proximately 300 milligrams taken from a 
different part of such batch, and each 
shall be packaged in accordance with 
the requirements of paragraph (b) of 
this section. 

(3) In connection with contemplated 
requests for certification of batches of 
another drug in the manufacture of 
which chloroprocaine penicillin O is to 
be used, the manufacturer of a batch 
which is so used may request the Com¬ 
missioner to make check tests and assays 
on a sample of such batch taken as pre¬ 
scribed by subparagraph (2) of this 
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_. 9 _ h From the information re¬ 
ad by subparagraph (1) ofthispara- 

-1 mav be omitted results of tests 
>P ass“ys not required for the batch 
used in such other drug. The 
imissioner shall report to such man- 
Iturer results of such check tests and 
as are so requested. 

Fees. The fee for the services 
•reared with respect to each batch un- 
fw the regulations in this part shall be: 

(1) $4 00 for each immediate con¬ 
tainer in the samples submitted in ac- 

Sance with paragraph (d)(2 ) <i> and 

i«) of this section; $10.00 for all con¬ 
fers submitted in accordance with 
Paragraph (d) (2) (i) of this section. 

(2) If the Commissioner considers 
hat investigations other than the ex¬ 
amination of such immediate containers 
.re necessary to determine whether or 
iot such batch complies with the re- 
rairements of § 146.3 of this chapter, 
[or the issuance of a certificate, the cost 
,[ such investigations. 

rhe fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
Is covered by an advance deposit main¬ 
tained in accordance with § 146.8 <d) 
of this chapter. 

§146a.80 Chloroprocaine penicillin O 
for aqueous injection. 

(a) Standards of identity, strength, 
quality, and purity. Chloroprocaine 
penicillin O for aqueous injection is a 
dry mixture of chloroprocaine penicillin 
Oand one or more suitable and harmless 
suspending or dispersing agents, with or 
without one or more suitable and harm¬ 
less buffer substances. It is so purified 
and dried that: 

(1) It is sterile. 

(2) Its moisture content is not more 
than 4.2 percent. 

(3) It is nonpyrogenic. 

(4) It is nontoxic. 

(5) Its pH in saturated aqueous solu¬ 
tion is not less than 5.0 and not more 
than 7.5. 


The chloroprocaine penicillin O used 
conforms to the requirements of § 146a.79 
(a). Each other substance used, if its 
name is recognized in the U. S. P. or 
N. F., conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(b) Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying such 
seal, and shall be of such composition 
as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in appli¬ 
cable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. In case it is packaged for dis¬ 
pensing, it shall be in immediate con¬ 
tainers of colorless, transparent glass, 
closed by a substance through which a 
hypodermic needle may be introduced 
and withdrawn without removing the 
closure or destroying its effectiveness. 
Each such container shall contain 300,- 
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000 units, 600,000. units, 900,000 units, 
1,200,000 units, 1,500,000 units, or 3,000,- 
000 units, unless it is intended solely for 
veterinary use and is conspicuously so 
labeled. Each such container may be 
packaged in combination with a con¬ 
tainer of a suitable aqueous diluent. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man. 

In addition to the requirements of 
§ 1.106(b) of this chapter (regulations 
issued under section 502(f) of the act), 
each package shall bear on its label and 
labeling, as hereinafter indicated, the 
following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date-,” 

the blank being filled in with the date 
that is 36 months after the month during 
which the batch was certified. 

(ii) On the circular or other labeling 
within or attached to the package, the 
conditions under which suspensions 
made from such drug should be stored, 
and the statement “Sterile suspension 
may be kept at room temperature for 1 
week, or in refrigerator for 3 weeks, 
without significant loss of potency.” 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification ; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this 
chapter, a person who requests certi¬ 
fication of a batch of chloroprocaine 
penicillin O for aqueous injection shall 
submit with his request a statement 
showing the batch mark, the number 
of packages of each size in such batch, 
the batch mark and (unless it was 
previously submitted) the date on 
which the latest assay of the chloropro¬ 
caine penicillin O used in making such 
batch was completed, the number of 
units in each of such packages, the quan¬ 
tity of each ingredient used in making 
the batch, the date on which the latest 
assay of the drug comprising such batch 
was completed, and a statement that 
each ingredient used in making the batch 
conforms to the requirements prescribed 
therefor, if any, by this section. If such 
batch, or any part thereof, is to be pack¬ 
aged with a solvent, such request shall 
also be accompanied by a statement that 
such solvent conforms to the require¬ 
ments prescribed therefor by this 
section. 

(2) Except as otherwise provided by 
subparagraph (5) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency, sterility, 
moisture, pyrogens, toxicity, pH. 

(ii) The chloroprocaine penicillin O 
used in making the batch; potency 
crystallinity, penicillin O content, and 
penicillin G content. 
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(3) Except as otherwise provided by 
subparagraph (5) of this paragraph, if 
such batch Is packaged for dispensing, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but in 
no case less than 10 immediate con¬ 
tainers. 

(b) For sterility testing; 10 immedi¬ 
ate containers. 

Such samples shall be collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The chloroprocaine penicillin O 
used in making the batch: six packages 
containing approximately equal por¬ 
tions of not less than 300 milligrams 
each. 

(iii) In case of an initial request for 

certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5.0 
grams. — 

(iv) in case of an initial request for 
the certification of a batch of chloro¬ 
procaine penicillin O for aqueous injec¬ 
tion which is to be packaged in combina¬ 
tion with an aqueous diluent which is 
not recognized by the U. S. P., or when 
any change is made in the composition 
of such diluent, five packages of the 
diluent included in the combination. 

(4) If such batch is packaged for re¬ 
packing, such person shall submit with 
his request a sample consisting of the 
following: 

(i) For all tests except sterility; 10 
packages 

(ii) For sterility testing; 10 packages. 

Each such package shall contain not 
less than approximately 300 milligrams 
taken from different parts of such batch, 
and each shall be packaged in accord¬ 
ance with the requirements of paragraph 
(b) of this section. 

(5) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraphs (d) (3) (i) 
(a), (ii), (iii), and (iv) and (4) (i) of 
this section; $10.00. for all containers 
submitted in accordance with paragraph 
(d) (3) (i) (b) and (4) (ii) of this section.” 

(2) If the Commissioner considers 
that investigations, other than exami¬ 
nation of such immediate containers, 
are necessary to determine whether or 
not such batch complies with the re¬ 
quirements of § 146.3 of this chapter for 
the issuance of a certificate, the cost of 
such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
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request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with' § 146.8 (d) 
of this chapter. 

§ 14 6a. 81 Penicillin-Streptomycin vag¬ 
inal suppositories; penicillin-dihy- 
drostrcptomycin vaginal supposi¬ 
tories. 

(a) Penicillin - streptomycin vaginal 
suppositories and penicillin-dihydro - 
streptomycin vaginal suppositories con¬ 
form to all requirements prescribed by 
§ 146a.36 for penicillin vaginal supposi¬ 
tories and are subject to all procedures 
prescribed by that section for penicillin 
vaginal suppositories, except that: 

(1) Each suppository shall contain not 
less than 200 milligrams of streptomycin 
or dihydrostreptomycin. The streptomy¬ 
cin used conforms to the standards pre¬ 
scribed by § 146b.101 (a) of this chapter, 
except § 146b.101 (a) (2), (3), (4), and 
(5). The dihydrostreptomycin used con¬ 
forms to the standards prescribed by 
§ 146b. 103 of this chapter, except the 
standards for sterility, toxicity, pyrogens, 
and histamine. 

(2) [Reserved] 

(3) In addition to complying with the 
requirements of § 146a.36 (d), a person 
who requests certification of a batch of 
penicillin-streptomycin vaginal sup¬ 
positories or penicillin-dihydrostrepto¬ 
mycin vaginal suppositories shall submit 
with his request a statement showing the 
batch mark and (unless it was previously 
submitted) the results and the date of 
the latest tests and assays of the strepto¬ 
mycin or dihydrostreptomycin used in 
making the batch for potency, moisture, 
pH, streptomycin content if it is dihy¬ 
drostreptomycin and crystallinity if it is 
crystalline dihydrostreptomycin, and the 
number of units of penicillin and the 
number of milligrams of streptomycin 
or dihydrostreptomycin in each suppos¬ 
itory in the batch. He shall also submit 
in connection with his request (unless it 
was previously submitted) a sample con¬ 
sisting of 6 packages containing approxi¬ 
mately equal portions of not less than 0.5 
gram each of the streptomycin or dihy¬ 
drostreptomycin used in making the 
batch, packaged in accordance with the 
requirements of § 146b.l01(b) of this 
chapter. 

(b) The fees for the services rendered 
with respect to the samples submitted in 
accordance with paragraph (a) (3) of 
this section shall be: 

(1) $1.00 for each suppository sub¬ 
mitted in accordance with the require¬ 
ments of § 146a.36(d) (3) (i) (a) and (c). 

(2) $4.00 for each immediate con¬ 
tainer of streptomycin or dihydrostrep¬ 
tomycin submitted. 

§ 146a.82 Penicillin-etrcjrtoinycm-baci- 
tracin dental pa«te; penicillin-dihy- 
drostreptomycin-bacitracm dental 
paste. 

(a) Standards of identity, strength. 
Quality , and purity . Penicillin-strepto¬ 
mycin-bacitracin dental paste and peni- t 
cillin - dihydrostreptomycin - bacitracin 
dental paste is calcium penicillin, crys¬ 
talline sodium or potassium penicillin, 
or procaine penicillin, streptomycin or 
dihydrostreptomycin, bacitracin, and so¬ 
dium caprylate in a suitable and harm¬ 


less base. Its moisture content is not 
more than 2 percent. It contains not 
less than 200,000 units of penicillin, not 
less than 2,000 units of bacitracin, and 
not less than 0.20 gram of streptomycin 
or dihydrostreptomycin per milliliter. 
The calcium penicillin or crystalline 
penicillin used conforms to the require¬ 
ments of § 146a.24 (a) except the limita¬ 
tion on penicillin K content, and except 
subparagraphs (1) and (4) of that 
paragraph, but its potency is not less 
than 300 units per milligram. The 
procaine penicillin used conforms to the 
requirements of § 146a.44 (a) except sub- 
paragraph (3) of that paragraph. The 
streptomycin used conforms to the 
standards prescribed by § 146b.l01 (a) 
of this chapter except subparagraphs 
(4) and (5) of that paragraph. The di¬ 
hydrostreptomycin used conforms to the 
standards prescribed by § 146b.l03 of 
this chapter except the standards for 
pyrogens and histamine. The bacitra¬ 
cin used conforms to the standards pre¬ 
scribed therefor by § 146e.401 (a) of this 
chapter except § 146e.401(a) (4) and 
( 8 ). 

(b) Packaging. The drug shall be 
packaged in immediate containers of 
transparent glass which meet the test 
for tight containers as defined by the 
U. S. P. Each such glass container shall 
be so sealed that the contents cannot be 
used without destroying such seal and 
shall be closed by a substance through 
which a hypodermic needle may be intro¬ 
duced and withdrawn without destroying 
its effectiveness. The immediate con¬ 
tainer and closure shall be such as will 
not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 

(c) Labeling. In addition to the label¬ 
ing requirements prescribed by § 1.106 
(b) of this chapter (regulations issued 
under section 502(f) of the act), each 
package of the drug shall bear on the 
outside wrapper or container and the 
immediate container the following: 

(1) The statement, “For endodontic 
use only.” 

(2) The statement, “Expiration date 

-,” the blank being filled in 

with the date that is not more than 12 
months after the month during which 
the batch was certified, except that the 
blank may be filled in with the date that 
is 18 months after the month during 
which the batch was certified if the per¬ 
son who requests certification has sub¬ 
mitted to the Commissioner results of 
tests and assays showing that such drug 
as prepared by him is stable for such 
period of time. 

(3) On the circular or other labeling 
within or attached to the package, if it 
is packaged for dispensing, adequate di¬ 
rections and warnings for its use by 
practitioners licensed by law to adminis¬ 
ter such drug. 

(d) Request for certification ; samples. 

(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch of penicillin-streptomycin-baci¬ 


tracin dental paste or penicillin-dihvri™ 
streptomycin-bacitracin dental *\ 
shall submit with his request a S 
ment showing the batch mark ^ 
number of packages of each si™ 
such batch, the batch mark, andL 
less they were previously submit 
the dates of the latest tests and 22 
of the penicillin, streptomycin or dih, 
drostreptomycin, and bacitracin 
making the batch. Used 1 

(2) Except as otherwise provided h 
subparagraph (4) of this parawanv 
such person shall submit in connectin 
with his request results of the tests an 
assays listed after each of the followin 
made by him on an accurately renrp 
sentative sample of: 


(i) The batch; potency, sterility an 
moisture. 


(ii) The penicillin used in making ti 
batch; potency, toxicity, sterility, mois 
ture, pH, crystallinity if it is crystalline 
penicillin, heat stability if it is crystal 
line sodium or potassium penicillin ti 
penicilln G content if it is crystalline so 
dium or potassium penicillin G, and th 
procaine penicillin G content if it is pro 
caine penicillin G. 

(iii) The streptomycin or dihydro 
streptomycin used in making the batch 
potency, toxicity, sterility, moisturi 
pH, streptomycin content if it is dihy 
drostreptomycin, and crystallinity if 
is crystalline dihydrostreptomycin sii 
fate. 

(iv) The bacitracin used in makinj 
the batch; potency, toxicity, sterility 
moisture, pH, and ash content. 

(3) Except as otherwise provided bj 
subparagraph (4) of this paragraph 
such person shall submit in connectior 
with his request, in the quantities here 
inafter indicated, accurately represent 
ative samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
package for each 5,000 packages in the 
batch, but in no case less than 7 pack¬ 
ages. 

(b) For sterility testing; 10 packages 

Such samples shall be collected by tak¬ 
ing single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The penicillin used in making the 
batch: 

(a) For all tests except sterility; „ 
packages, or in the case of crystalline 
penicillin, 10 packages, each containing 
approximately equal portions of not less 
than 60 milligrams if it is not procaine 
penicillin, and not less than 300 milli 
grams if it is procaine penicillin. 

(b) For sterility testing; 10 packages, 
each containing approximately equal 
portions of 300 milligrams. 


Such samples shall be packaged in ac¬ 
cordance with the requirements 
§ 146a.24 (b) or § 146a.44 (b). 

(iii) The streptomycin or dihydro¬ 
streptomycin used in making the batch 

(a) For all tests except sterility; 5 
packages containing approximately 
equal portions of not less than 0.5 gram. 

(b) For sterility testing; 10 packages, 
each containing approximately equal 
portions of 0.5 gram. 
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a ,, h samples shall be packaged in ac- 
® c L:r£it.h the requirements of 


iu6b 101 <b) of this chapter. 

(iv) The bacitracin used in making 

^Tpor all tests except sterility; 6 
'Lees each containing approxi- 
^tely equal portions of not less than 

°' 5 i) ra For sterility testing; 10 packages, 
each containing approximately equal 
portions of 0.5 gram, 
such samples shall be packaged in ac- 
eordance with the requirements of 
n46e 401 (b) of this chapter. 

(v) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 

ch containing approximately 5 grams. 
(4) No result referred to in subpara¬ 
graph (2) (ii), (iii). and (iv) of this 
paragraph, and no sample referred to in 
subparagraph (3) (ii), (iii), and (iv) of 
this paragraph, is required if such result 
or sample has been previously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
penicillin-streptomycin-bacitracin den¬ 
tal paste or penicillin-dihydrostrepto- 
mycin-bacitracir. dental paste under the 
regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer submitted in accordance with 
paragraph (d) (3) (ii) (a), (iii) (a), 
(iv) (a), and (v) of this section; $6.00 
lor each immediate container submitted 
in accordance with paragraph (d (3) 

(i) (a) of this section; $4.00 for each 
immediate container submitted in ac¬ 
cordance with paragraph (d) (3) (ii) 

(a) of this section; $10.00 for all con¬ 
tainers submitted in accordance with 
paragraph (d) (3) (i) (b), (ii) (b), (iii) 

(b) ,and (iv) (b) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of 
§146.3 of this chapter for the issuance 
of a certificate, the cost of such investi¬ 
gations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146a.83 Procaine penicillin-streptomy- 
cin-ncomycin-ery tliromycin in oil; 
procaine penicillin-dihydrostrepto- 
mycin-neomycin-erythromycin in oil. 

Procaine penicillin-streptomycin-neo- 
mycin-erythromycin in oil and procaine 
penicillin-dihydrostreptomycin - neomy¬ 
cin-erythromycin in oil conform to all 
requirements and are subject to all pro¬ 
cedures prescribed by § 146a.89 for pro¬ 
caine penicillin-streptomycin-neomycin 
in oil and procaine penicillin-dihydro- 
streptomycin-neomycin in oil, except 
that: 

(a) (l) it contains not less than 5.0 
milligrams of erythromycin per milli¬ 
liter, except if it is intended solely for 
use in the eyes and ears of veterinary 
animals and it is conspicuously so labeled 
it may contain not less than 3.5 milli¬ 
grams per milliliter. The erythromycin 
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used conforms to the standards pre¬ 
scribed by § 146b.121(a) of this chapter. 

(2) If it is intended solely for use in 
the eyes and ears of veterinary animals 
and is conspicuously so labeled, it may 
contain chlorhexidine dihydrochloride 
(bis-(p-chlorophenyl diguanido) -hexane 
dihydrochloride). 

(b) Each package shall also bear on its 
label and labeling, if it contains the ac¬ 
tive ingredient specified in paragraph 
(a)(2) of this section, after the name 
“procaine penicillin - streptomycin - ne¬ 
omycin-erythromycin in oil” or “procaine 
penicillin - dihydrostreptomycin - eryth¬ 
romycin in oil,” wherever it appears, 

the words “with - (the 

blank being filled in with the words 
‘chlorhexidine dihydrocnloride’)in 
juxtaposition with such name. 

(c) In addition to complying with the 
requirements of § 146a.89 (c), a person 
who requests certification of a batch shall 
submit with his request a statement 
showing the number of milligrams of 
erythromycin in each milliliter of the 
batch, the batch mark, and (unless they 
were previously submitted) the results 
and the date of the latest tests and as¬ 
says of the erythromycin used in making 
the batch for potency, moisture, pH, 
and color-identity test. He shall also 
submit in connection with his request 
a sample consisting of not less than eight 
immediate containers of the batch and 
(unless it was previously submitted) a 
sample consisting of 5 packages contain¬ 
ing approximately equal portions of not 
less than 0.5 gram each of the erythro¬ 
mycin used in making the batch. 

(d) The fees for the services rendered 
with respect to the samples submitted 
in accordance with paragraph (c) of this 
section shall be: 

(1) $6.00 for each immediate con¬ 
tainer of the batch. 

(2) $4.00 for each immediate con¬ 
tainer of the erythromycin used in mak¬ 
ing the batch. 

§ 146a.84 Penicillin and dihydrostrepto- 
mycin-streptomycin sulfates veteri¬ 
nary; procaine penicillin in dihydro- 
streptomycin-streptomycin sulfates 
solution veterinary. 

(a) Standards of identity, strength, 
quality, and purity. Penicillin and dihy¬ 
drostreptomycin-streptomycin sulfates 
veterinary and procaine penicillin in di- 
hydrostreptomycin-streptomycin sul¬ 
fates solution veterinary conform to the 
standards prescribed by § 146b.ll3(a) of 
this chapter for dihydrostreptomycin- 
streptomycin sulfates veterinary, except 
that: 

(1) It contains dry procaine penicil¬ 
lin, benzathine penicillin G, crystalline 
penicillin O, chloroprocaine penicillin O, 
crystalline sodium penicillin or potas¬ 
sium penicillin, or a mixture of any com¬ 
bination of such salts, or it contains pro¬ 
caine penicillin suspended in an aqueous 
solution of dihydrostreptomycin-strepto¬ 
mycin sulfates. The procaine penicil¬ 
lin used conforms to the requirements 
prescribed by § 146a.44 (a). The crystal¬ 
line penicillin used conforms to the re¬ 
quirements prescribed for crystalline 
penicillin by § 146a.24 (a). The benza¬ 
thine penicillin G used conforms to the 
requirement prescribed by § 140a.68 (a). 
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The crystalline penicillin O used con¬ 
forms to the requirements prescribed by 
§ 146a.24 (a). The chloroprocaine peni¬ 
cillin O used conforms to the require¬ 
ments prescribed by § 146a.79 (a). 

(2) It may contain suitable and harm¬ 
less buffer substances, preservatives, 
suspending, dispersing, and stabilizing 
agents. Each such substance, if its 
name is recognized in the U. S. P. or 

N. F., conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(3) The moisture content of the dry 
mixture is not more than 3.5 percent, 
except if it contains procaine penicillin 
or chloroprocaine penicillin O, its mois¬ 
ture content is not more than 4.2 percent, 
and if it contains benzathine penicillin 
G its moisture content is not more than 
6 percent. 

(4) The pH of a solution or a suspen¬ 
sion prepared as directed in its labeling 
is not less than 5.0 and not more than 
7.5. 

(b) Packaging. It shall be packaged 
in accordance with the requirements 
prescribed by § 146b.113 (b) of this 
chapter, except that each immediate 
container or each milliliter shall contain 
not less than 300,000 units of penicillin, 

O. 125 gram dihydrostreptomycin, and 
0.125 gram streptomycin. 

(c) Labeling. If it is a dry mixture it 
shall be labeled in accordance with the 
requirements prescribed by § 146a.58(c). 
If it is a suspension of the drug, it shall 
be labeled in accordance with the re¬ 
quirements prescribed by § 146a.67(c). 

(d) Request for certification; samples. 
(1) In addition to complying with the re¬ 
quirements of § 146b.ll3 (d) (1) of this 
chapter, a person who requests certifica¬ 
tion of a batch shall submit a statement 
showing the dates on which the latest 
assays of the penicillin used in making 
the batch were completed (unless they 
were previously submitted), the batch 
marks, and the content of each salt of 
penicillin in each container. 

(2) Except as otherwise provided by 
subparagraph (5) of this paragraph, 
such person shall submit in connection 
with his request, results of the tests and 
assays listed after each of the following 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch; content of each salt of 
penicillin, content of dihydrostreptomy¬ 
cin and streptomycin, sterility, toxicity, 
pyrogens, moisture (if it is the dry mix¬ 
ture) , and pH. 

(ii) The procaine penicillin used in 
making the batch; potency, crystallinity, 
penicillin K content (unless it is peni¬ 
cillin G) and the penicillin G content if 
it is procaine penicillin G. 

(iii) The crystalline sodium or potas¬ 
sium penicillin used in making the 
batch; potency, crystallinity, heat stabil¬ 
ity, pencillin K content (unless it is crys¬ 
talline penicillin G), and the penicillin 
G content if it is crystalline penicillin G. 

(iv) The benzathine penicillin G used 
in making the batch; potency, crystal¬ 
linity, and penicillin G content. 

(v) The crystalline penicillin O used 
in making the batch; potency, crystal¬ 
linity, heat stability, penicillin O con¬ 
tent, and penicillin G content. 
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(vi) The chloroprocaine penicillin O 
used in m a kin g the batch; potency, 
crystallinity, chloroprocaine penicillin O 
content, and chloroprocaine penicillin G 
content. 

(vii) The dihydrostreptomycin and 
streptomycin used in making the batch; 
potency, histamine content, and crystal¬ 
linity if it is crystalline dihydrostrep¬ 
tomycin. 

(3) Except as otherwise provided by 
subparagraph (5) of this paragraph, if 
such batch is packaged for dispensing 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but in- 
no case less than 13 (14, if it contains 
benzathine penicillin G) or more than 19 
immediate containers. 

(5) For sterility testing: 10 immedi¬ 
ate containers. 


Such samples shall be collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quanti¬ 
ties packaged during the intervals are 
approximately equal. 

(ii) The procaine penicillin used in 
making the batch; 3 packages contain¬ 
ing approximately equal portions of not 
less than 0.5 gram, each packaged in 
accordance with the requirements of 
§ 146a.44 (b). 

(iii) The crystalline penicillin used in 
making the batch; 3 packages contain¬ 
ing approximately equal portions of not 
less than 250 milligrams, each packaged 
in accordance with the requirements of 
8 146a.24 (b). 

(iv) The benzathine penicillin G used 
in making the batch; 3 packages con¬ 
taining approximately equal portions of 
not less than 0.5 gram each, packaged 
in accordance with the requirements of 
§ 146a.68 (b). 

(v) The crystalline penicillin O and 

the chloroprocaine penicillin O used in 
making the batch; 3 packages of each, 
containing approximately equal por¬ 
tions of not less than 300 milligrams 
each, packaged in accordance with the 
requirements of § 146a.24 (b) and 

8 146a.79 (b). 

(vi) The dihydrostreptomycin and 
streptomycin used in making the batch; 

6 packages of each salt containing ap¬ 
proximately equal portions of not less 
than 0.5 gram, each packaged in ac¬ 
cordance with the requirements of 
8 146b.l01 (b) of this chapter. 

(vii) In case of an initial request for 
certification, each other ingredient 
used in making the batch; one package 
of each containing approximately 5 0 
grams. 

(4) if such batch is packaged for re¬ 
packing such person shall submit with 
his request a sample consisting of the 
following: 

(i) For all tests except sterility; 13 
(14, if it contains benzathine penicillin 
G) approximately equal portions of at 
least 2.0 grams. 

(ii) For sterility testing; 10 approxi¬ 
mately equal portions of at least 0 5 
gram. 


Each such portion shall be taken from 
a different part of such batch and each 
shall be packaged in a separate con¬ 
tainer and in accordance with the re¬ 
quirements of paragraph (b) of this 
section. 

(5) No result referred to in subpara¬ 
graph (2) (ii), (iii), (iv), (v), (vi), and 
(vii) of this paragraph, and no sample 
referred to in subparagraph (3) (ii), 
(iii), (iv), (v), and (vi) of this para¬ 
graph, is required if such result or sam¬ 
ple has been previously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part 
shall be: 

(1) $4.00 for each immediate contain¬ 
er submitted in accordance with para¬ 
graph (d) (3) (ii), (iii), (iv), (v), (vi), 
and (vii) of this section; $6.00 for each 
immediate container submitted in ac¬ 
cordance with paragraph (d) (3) (i) (a) 
and (4) (i) of this section; $10.00 for all 
containers submitted in accordance with 
paragraph (d) (3) (i) (5) of this sec¬ 
tion; $10.00 for all containers submitted 
in accordance with paragraph (d) ( 4 ) 
(ii) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for tjie 
issuance of a certificate, the cost of such 
investigation. 



number of units of benzathine ■„ 
G in each container of the ba*tch Cl * 
shall also submit in connection wth l 
request a sample consisting 0 f 

ssTSsass'a 

the benzathine penicillin G usechnm h . 
ing the batch. If such batch is packasi 
for repacking, each portion in the 
Pie required by § 146a.50(d) shall „„ 
sist of approximately 0.5 gram mi 
of 400 milligrams. m ln h 

(d) The fees for the services render 
with respect to the samples submitted 
accordance with paragraph (c) of th' 
section shall be: 01 ™ 


(1) $6.00 for each immediate containe 
of the batch submitted in accordan 
with § 146a.47(d) (3) (i) (a) and (Si? 

( 2 ) $4.00 for each immediate contain 

of benzathine penicillin G submitted 
accordance with paragraph (c) of th 
section. u 


§ 116a.86 Benzathine penicillin G an 
procaine penicillin for aqueous ir 
jection. q 


The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 


§ 146a.85 Benzathine-procaine-buffered 
crystalline penicillins for aqueous 
injection. 


Benzathine-procaine-buffered crystal¬ 
line penicillins for aqueous injection 
conforms to all requirements prescribed 
by § 146a.50 for procaine penicillin and 
buffered crystalline penicillin for aque¬ 
ous injection, except paragraph (b) of 
that section and is subject to all proce¬ 
dures prescribed by § 146a.50 for pro¬ 
caine penicillin and buffered crystalline 
penicillin for aqueous injection, except 
that: 

(a) Each immediate container shall 
contain not less than 200,000 units of 
benzathine penicillin G, 200,000 units of 
procaine penicillin, and 100,000 units of 
buffered crystalline penicillin. The 
benzathine penicillin G used conforms 
to the requirements prescribed therefor 
by § 146a.68. 

(b) Its moisture content is not more 
than 6 percent. 

(c) In addition to complying with the 
requirements of § 146a.50(d), a person 
who requests certification of a batch of 
benzathine procaine-buffered crystalline 
penicillins for aqueous injection shall 
submit with his request a statement 
showing the batch mark, and (unless it 
was previously submitted) the results 
and the date of the latest tests and assays 
of the benzathine penicillin G used in 
making the batch for potency, crystal¬ 
linity, and penicillin G content, and the 


Benzathine penicillin G and procaim 
penicillin for aqueous injection conform 
to all requirements, and is subject to a 
procedures, prescribed by § I 46 a 77 fo 
benzathine penicillin G for aqueous in 
jection, except that: 

(a) Each container shall contain no 
less than 300,000 units of benzathin 
penicillin G and not less than 300,00 
units of procaine penicillin. The pro 
caine penicillin used conforms to th 
requirements prescribed therefor b 
§ 146a.44 (a). 

(b) If it is the dry mixture of th( 
drug, its moisture content is not more 
than 6.0 percent. 

(c) In lieu of the directions for label 
ing prescribed by § 146a.77(c) (1) (i)(a) 
each package shall bear on the outside 
wrapper or container and the immediat( 
container the statement, “Expiratioi 

date --»” the blank being flllec 

in, if it is the aqueous suspension of the 
drug, with the date that is 18 months 
(except that the blank may be filled in 
with the date that is 24 months, if the 
person who requests certification has 
submitted to the Commissioner results 
of tests and assays showing that after 
having been stored for such period ol 
time such drug as prepared by him com¬ 
plies with the standards prescribed for 
it) or, if it is the dry mixture of the 
drug, with the date that is 36 months 
after the month during which the batch 
was certified. 

(d) In addition to complying with the 
requirements of § 146a.77 (d), a person 
who requests certification of a batch of 
benzathine penicillin G and procaine 
penicillin for aqueous injection shall 
submit with his request a statement 
showing the batch mark, and (un- 
les it was previously submitted) the 
results and the date of the latest tests 
and assays of the procaine penicillin 
used in making the batch for potency, 
crystallinity, penicillin K content (un¬ 
less it is procaine penicillin G) and the 
penicillin G content if it is procaine 
penicillin G, and the number of units of 
procaine penicillin in each milliliter of 
the batch, if it is the aqueous suspension 
of the drug, or the number of units of 
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-: n p penicillin In each package of 
Ktcb if it ^ the dry mixture of the 
Jfj He shall also submit in con¬ 
ation with his request a sample con- 
£2.° of three packages containing 
Erwdmately equal portions of not less 
500 milligrams each of the procaine 
Sillin used in making the batch. If 
l h batch is packaged for repacking, 
«ch portion in the sample required by 
njfia 77 (d) (4) (i) shall consist of the 
Sent of approximately 600 milli- 
Sams in lieu of 300 milligrams. 

(e) The fees for the services rendered 
dth respect to the samples submitted 
in accordance with the regulations in this 
section shall be: 

(1) $5.00 for each immediate con¬ 
tainer in the sample submitted as re¬ 
tired by § 146a.77 (d) (4) (i). 

(2) $4.00 for each immediate con¬ 
tainer in the sample of procaine penicil¬ 
lin submitted in accordance with para¬ 
graph (d) of this section. 

8146a.87 Penicillin-bacitracin-neomycin 
S ointment; penicillin-bacitracin-neo¬ 
mycin in oil. 

Penicillin-bacitracin-neomycin oint¬ 
ment and penicillin-bacitracin-neomy¬ 
cin in oil conform to all requirements 
prescribed by § 146a.56 for penicillin- 
bacitracin ointment and are subject to 
all procedures prescribed by § 146a.56 for 
penicillin-bacitracin ointment, except 
that: 

(a) It contains not less than 5.0 
milligrams of neomycin and not less 
than 250 units of bacitracin per gram, 
unless it is packaged and labeled solely 
for veterinary use. The neomycin used 
conforms to the standards prescribed 
by § 146e.410(a) (2) of this chapter, ex¬ 
cept the standard for toxicity. 

(b) In addition to complying with the 
requirements of § 146a.56(a) (3), a per¬ 
son who requests certification of a batch 
of penicillin-bacitracin-neomycin oint¬ 
ment or penicillin-bacitracin-neomycin 
in oil shall submit with his request a 
statement showing the batch mark and 
(unless it was previously submitted) the 
results and dates of the latest tests and 
assays of the neomycin used in making 
the batch for potency, moisture, and pH. 
He shall also submit in connection with 
his request a sample consisting of not 

; than seven immediate containers of 
...v, batch and (unless it was previously 
submitted) a sample consisting of five 
packages of the neomycin used in making 
the batch, containing approximately 0.5 
gram each. 

(c) The fees for the services rendered 
with respect to the samples submitted in 
accordance with paragraph (b) of this 
section shall be: 

(1) $6.00 for each immediate con¬ 
tainer in the batch. 

(2) $4.00 for each immediate con¬ 
tainer of the neomycin used in making 
the batch. 

§ 146a.88 Penicillin-streptomycin tab¬ 
lets ; penicillin-dihydrostreptomycin 
tablets. 

(a) Penicillin - streptomycin tablets 
and pemcillin-dihydrostreptomycin tab¬ 
lets conform to all requirements and are 
subject to all procedures prescribed by 
No. 251—Pt. II-18 
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§ 146a.27 for penicillin tablets, except 
that: 

(1) Each tablet contains not less than 
20 milligrams of streptomycin or dihy¬ 
drostreptomycin, except if it is intended 
for use in parakeets and canaries each 
tablet contains not less than 2.5 milli¬ 
grams of streptomycin or dihydrostrep¬ 
tomycin and not less than 32,500 units 
of penicillin. If the tablets are intended 
for human use, the streptomycin or di¬ 
hydrostreptomycin used conforms to the 
standards prescribed by § 146b.101 (a) or 
§ 146b.103 of this chapter, except the 
standards for sterility, pyrogens, and his¬ 
tamine content. If the tablets are in¬ 
tended solely for veterinary use, the 
streptomycin or dihydrostreptomycin 
used may conform to the standards pre¬ 
scribed by § 146b. 114(a) of this chapter. 

(2) In lieu of the labeling prescribed 

for penicillin tablets by § 146a.27(c) (1) 
(ii), each package shall bear on the out¬ 
side wrapper or container and the im¬ 
mediate container the statement “Ex¬ 
piration date_,” the blank be¬ 

ing filled in with the date that is 18 
months after the month during which 
the batch was certified. 

(3) In addition to complying with the 
requirements of § 146a.27 (d), a person 
who requests certification of a batch of 
penicillin-streptomycin tablets or peni- 
cillin-dihydrostreptomycin tablets shall 
submit with his request a statement 
showing the batch mark and (unless it 
was previously submitted) the results 
and the date of the latest tests and assays 
of the streptomycin or dihydrostrepto¬ 
mycin used in making the batch for 
potency, toxicity, moisture, pH, strepto¬ 
mycin content if it is dihydrostreptomy¬ 
cin, and crystallinity if it is crystalline 
dihydrostreptomycin, and the number of 
milligrams of streptomycin or dihydro¬ 
streptomycin in each tablet of the batch. 
He shall also submit in connection with 
his request (unless it was previously 
submitted) a sample consisting of five 
packages containing approximately 
equal portions of not less than 0.5 gram 
each of the streptomycin or dihydro¬ 
streptomycin used in making the batch, 
packaged in accordance with the re¬ 
quirements of § 146b.101(b) of this 
chapter. 

(b) The fees for the services rendered 
with respect to the samples submitted 
in accordance with the regulations in 
this section shall be: 

(1) $1.00 for each tablet submitted in 
accordance with the requirements of 
§ 146a.27(d) (3) (i) (a) (1) and (3). 

(2) $4.00 for each immediate con¬ 
tainer in the sample of streptomycin or 
dihydrostreptomycin submitted in ac¬ 
cordance with paragraph (a) (3) of this 
section. 

(c) Exemption of penicillin-strepto¬ 
mycin tablets and penicillin-dihydro - 
streptomycin tablets for veterinary use 
from certification: Penicillin-strepto¬ 
mycin tablets and penicillin-dihydro- 
streptomycin tablets that conform to the 
requirements of paragraph (a) of this 
section (except that they may contain 
one or more essential vitamin and min¬ 
eral substances for nutritive purposes) 
shall be exempt from the requirements of 
sections 502 (1) and 507 of the act, if 
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they comply with all the following con¬ 
ditions: 

(1) They are intended solely for vet¬ 
erinary use and are conspicuously so 
labeled. 

(2) If they contain added vitamins or 
minerals, the labels bear the name and 
quantity of each such substance and a 
statement that such substances are pres¬ 
ent only for furnishing additional vita¬ 
mins and minerals while animals are 
eating less feed. 

(3) The labels bear an expiration date 
that is not more than 18 months after 
the month during which the batch was 
last assayed and released by the manu¬ 
facturer 

(4) The labels bear a statement that 
solutions prepared with the drugs are 
stable for not more than 24 hours. 

(5) The circular or other labeling 
within or attached to the package bears 
information that only the antibiotics 
are intended for the prevention or treat¬ 
ment of the following conditions, and 
further, bears directions and warnings 
adequate for such use: 

(i) Chronic respiratory disease (air- 
sac infection) in chickens. 

(ii) Blue comb (mud fever, nonspecific 
infectious enteritis) in poultry. 

(iii) Bacterial respiratory disease 
(pneumonia, bronchitis, rhinitis) and 
bacterial enteritis in parakeets and 
canaries 

(iv) When intended for use in the 
conditions named in subdivision (iii) of 
this subparagraph, the potency must be 
such that, when used as directed in the 
labeling, each ounce of drinking water 
contains 65,000 units of penicillin and 5 
milligrams of streptomycin or dihydro¬ 
streptomycin for disease prevention, and 
130,000 units of penicillin and 10 milli¬ 
grams of streptomycin or dihydrostrep¬ 
tomycin for use in disease treatment. 

§ 146a.89 Penicillin-streptomycin-neo- 
mycin in oil; penicillin-dihydrostrep- 
tomycin-neomycin in oil; penicillin- 
streptomycin-neomycin ointment; 
penicillin - dihydrostreptomycin - neo¬ 
mycin ointment. 

Penicillin-streptomycin-neomycin in 
oil and penicillin-dihydrostreptomycin- 
neomycin in oil conform to all require¬ 
ments and are subject to all procedures 
prescribed by § 146a.57 for procaine peni¬ 
cillin and streptomycin in oil and pro¬ 
caine penicillin and dihydrostreptomycin 
in oil. Penicillin-streptomycin-neomy¬ 
cin ointment and penicillin-dihydro- 
streptomycin-neomycin ointment con¬ 
form to all requirements and are subject 
to all procedures prescribed by § 146a.54 
for penicillin-streptomycin ointment 
and penicillin - dihydrostreptomycin 
ointment, except that: 

(a) (1) Unless it is intended solely 
for veterinary use and is conspicuously 
so labeled, it contains not less than 2.0 
milligrams of neomycin per milliliter. 
The neomycin used conforms to the 
standards prescribed for neomycin by 
§ 146e.410 (a) (2) of this chapter, except 
the standard for toxicity (unless it is 
intended for use by subcutaneous in¬ 
jection in fowl). 

(2) If it is intended solely for veteri¬ 
nary use and is conspicuously so labeled, 
it may contain polyvinylpyrrolidone. 
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(3) If it is intended solely for veteri¬ 
nary use in the eyes and ears of animals 
and is conspicuously so labeled, it may 
contain chlorhexidine dihydrochloride- 
(bis (p-chlorophenyl-diguanido) hexane 
dihydrochloride). 

(b) (1) Its expiration date shall be 12 
months after the month during which 
the batch was certified, except that the 
expiration date shall be 18 months or 
24 months after the month during which 
the batch was certified if the person who 
requests certification has submitted to 
the Commissioner results of tests and 
assays showing that such drug as pre¬ 
pared by him is stable for such period 
of time. 

(2) On the label and labeling, if it 
contains polyvinylpyrrolidone or chlor¬ 
hexidine, after the name “penicillin- 
streptomycin-neomycin in oil," “peni- 
cillin-dihydrostreptomycin-neomycin in 
oil,” “penicillin-streptomycin-neomycin 
ointment/’ or “penicillin-dihydrostrep- 
tomycin-neomycin ointment,” wherever 
such name appears, the words “with 
polyvinylpyrrolidone,” or “with chlor¬ 
hexidine dihydrochloride,” in juxtaposi¬ 
tion with such name. 

(c) In addition to complying with the 

requirements of § 146a.54 (c) or 

§ 146a.57 (a) (4), a person who requests 
certification of a batch shall submit with 
his request a statement showing the 
number of milligrams of neomycin in 
each milliliter or gram of the batch, 
the batch mark, and (unless it was pre¬ 
viously submitted) the results and the 
date of the latest tests and assays of the 
neomycin used in making the batch for 
potency, toxicity (if it is intended for 
subcutaneous injection in fowl), mois¬ 
ture,, and pH. He shall also submit in 
connection with his request a sample 
consisting of not less than 7 immediate 
containers of the batch and (unless it 
was previously submitted) a sample con¬ 
sisting of 5 packages containing approxi¬ 
mately equal portions of not less than 
0.5 gram each of the neomycin used in 
making such batch. 

(d) The fees for the services rendered 
with respect to the samples submitted in 
accordance with paragraph (c) of this 
section shall be: 

(1) $6.00 for each immediate container 
of the batch. 

(2) $4.00 for each immediate container 
of the neomycin used in making the 
batch. 


(a) Each milliliter shall contain not 
less than 100,000 units of procaine peni¬ 
cillin, not less than 100,000 units of 
benzathine penicillin G, and not less 
than 0.25 gram of streptomycin sulfate 
or dihydrostreptomycin sulfate, but each 
immediate container shall contain not 
less than 200,000 units of procaine pen¬ 
icillin, not less than 200,000 units of ben¬ 
zathine penicillin G, and not less than 
0.5 gram of streptomycin sulfate or di¬ 
hydrostreptomycin sulfate. The benza¬ 
thine penicillin G used conforms to the 
requirements prescribed by § 146a.68 (a). 

(b) In addition to complying with the 
requirements of §146a.67(d), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the batch mark, and (unless it 
was previously submitted) the results 
and the date of the latest tests and as¬ 
says of the benzathine penicillin G used 
in making the batch for potency, crysal- 
linity, and penicillin G content, and the 
number of units of benzathine penicillin 
G in each milliliter of the batch. He 
shall also submit in connection with his 
request a sample consisting of 3 pack¬ 
ages containing approximately equal 
portions of not less than 0.5 gram each 
of the benzathine penicillin G used in 
making the batch. 

(c) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the regulations in this 
section shall be: 

(1) $6.00 for each immediate con¬ 
tainer of the batch submitted in accord¬ 
ance with § 146a.67(d)(3)(i)(a) or (4) 
(i). 

(2) $4.00 for each immediate con¬ 
tainer of benzathine penicillin G sub¬ 
mitted in accordance with paragraph (b) 
of this section. 



request a sample consisting of not i j 
than 12 immediate containers of 
batch and a sample of the strentomil 
or dihydrostreptomycin usedM 
the batch consisting of 6 packages C J 
taming approximately equal portion, 
not less than 0.5 grameac/pS' 
in accordance with the requirement ,. 
§ 146b.l01(b) of this chapter 18 1 
(c) The fees for the services render! 
with respect to the samples submitted 4 
accordance with paragraph (b) ft f < 
section shall be: 




(2) $4.00 for each immediate conM ( 
tamer of streptomycin or dihydrostren 
tomycin used in making the batch 


§ 146a,92 Tablets benzathine penicilll 
G and crystalline penicillin. “ 


Tablets benzathine penicillin G an! 
crystalline penicillin conform to all re 
quirements prescribed therefor b 
§ 146a.27 for penicillin tablets and ar 
subject to all procedures prescribed b 
that section for penicillin tablets, excep 
that: 

(a) Each tablet contains not less thai 
100,000 units of benzathine penicillin ( 
and not less than 100,000 units of crys 
talline penicillin sodium or potassiun 
penicillin. 

(b) Their moisture content is no 
more than 4 percent. 

(c) The fee for the services renders 
shall be $1.00 for each tablet submitte( 
in accordance with the requirements o 
§ 146a.27(d)(3)(i)(a) (I) and (3). 


§ 146a.93 Penicillin-streptomycin powJ 
der; penicillin-dihydrostreptoinycinj 
powder. 


§ 146a.9I Benzathine penicillin G and 
streptomycin; benzathine penicillin 
G and diliydrostreptomycin veter¬ 
inary. 


§ 146a.90 Procaine penicillin and ben¬ 
zathine penicillin G in streptomycin 
sulfate solution; procaine penicillin 
and benzathine penicillin G in di¬ 
hydrostreptomycin sulfate solution 
veterinary (procaine penicillin and 
benzathine penicillin G in crystalline 
dihydrostreptomycin sulfate solution 
veterinary). 

Procaine penicillin and benzathine 
penicillin G in streptomycin sulfate solu¬ 
tion and procaine penicillin and benza¬ 
thine penicillin G in dihydrostreptomy¬ 
cin sulfate solution veterinary conform 
to all requirements and are subject to 
all procedures prescribed by § 146a.67 
for procaine penicillin in streptomycin 
sulfate solution and procaine penicillin 
in dihydrostreptomycin sulfate solution 
veterinary except that: 


Benzathine penicillin G and strepto¬ 
mycin and benzathine penicillin G and 
dihydrostreptomycin veterinary conform 
to all requirements prescribed by 
§ 146a.77 for the dry mixture of ben¬ 
zathine penicillin G for aqueous injec¬ 
tion and are subject to all procedures 
prescribed by that section for benzathine 
penicillin G for aqueous injection except 
that: 

(a) It contains not less than 0.5 gram 
of streptomycin or dihydrostreptomycin 
for each 100,000 units of benzathine 
penicillin G. 

(b) In addition to complying with the 
requirements of §146a.77(d), a person 
who requests certification of a batch 
shall submit with his request a state¬ 
ment showing the batch mark and (un¬ 
less it was previously submitted) the 
results and the date of the latest tests 
and assays of the streptomycin or di¬ 
hydrostreptomycin used in making the 
batch for potency, histamine content, 
streptomycin content if it is dihydro¬ 
streptomycin and crystallinity if it is 
crystalline dihydrostreptomycin, the 
number of units of benzathine penicillin 
G, and the number of grams of strepto¬ 
mycin or dihydrostreptomycin in each 
immediate container of the batch. He 
shall also submit in connection with his 


Penicillin-streptomycin powder an( 
penicillin-dihydrostreptomycin powdei 
conform to all the requirements and an 
subject to all procedures prescribed b: 
§ 146a.88 for penicillin-streptomycii 
tablets and penicillin-dihydrostreptomy. 
cin tablets, except that: 

(a) Each gram contains not less tha 
50,000 units of penicillin (except if it i 
intended solely for veterinary use eacl 
gram contains not less than 2,200 unit 
of penicillin) and not less than 5 milli 
grams of streptomycin or dihydrostrep 
tomycin. 

(b) In lieu of the labeling prescribed; 
by § 146a.88 (a) (2), each package sha 
bear on the outside wrapper or con¬ 
tainer and the immediate container the; 
number of units of penicillin and the 
number of milligrams of streptomycin or 
dihydrostreptomycin in each gram and 

the statement “Expiration date __./’ 

the blank being filled in with the date 
which is 12 months after the month dur¬ 
ing which the batch was certified, except] 
that the blank may be filled in with the 
date that is 18 months after the month 
during which the batch was certified if 
the person who requests certification has 
submitted to the Commissioner results 
of tests and assays that show such drug 
as prepared by him is stable for such 
period of time. 

(c) In lieu of the minimum number 
of tablets prescribed by § 146a.88 (a) (3), 
a person who requests certification of a 
batch shall submit with his request a 
sample of the batch consisting of 1 im- 
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irday, December 29 , 1962 

ate container for each 5,000 im- 
ate containers but in no case less 
. « immediate containers. Such 

F“ nle shall be collected by taking single 
mwiiate containers at such intervals 
mnshout the entire time of packaging 
k batch that the quantities packaged 
'Ing the intervals are approximately 

| I ?d! The fee for the services rendered 
Lb respect to each immediate con- 
liner in the sample submitted in ac- 
Lince with the requirements pre¬ 
yed by paragraph (c) of this section 
tall be $5.00. 

(e) Exemption of penicillin-strepto- 
Ivcin powder and penicillin-dihydro- 
ireptomycin powder for veterinary use 
r jm certification : Penicillin-strepto- 
rcin powder and penicillin-dihydro- 
ireptomycin powder that conform to 
be requirements of this section (except 
Jiat they may contain one or more es- 
Intial vitamin and mineral substances 
Ir nutritive purposes) shall be exempt 
>om the requirements of section 502 (1) 

Ind 507 of the act, if they comply with 
lthe following conditions: 

I (l) They are intended solely for vet¬ 
erinary use and are conspicuously so 
libeled 

f (2) If they contain added vitamins or 
Minerals, the labels bear the name and 
luantity of each such substance and a 
■tatement that such substances are 
Iresent only for furnishing additional 
)itamins and minerals while animals are 
fating less feed. 

J (3) The labels bear an expiration date 
Jhat is not more than 18 months after 
) month during which the batch was 
; assayed and released by the manu- 
lacturer. 

(4) The labels bear a statement that 
Solutions prepared with the drugs are 
table for not more than 24 hours. 

(5) The circular or other labeling 
bfithin or attached to the package bears 
formation that only the antibiotics are 

Intended for the prevention or treatment 
pf the following conditions, and further, 
irs directions and warnings adequate 
|forsuch use: 

(i) Bacterial enteritis in swine. 

(ii) Bacterial calf scours. 

(iii) Chronic respiratory disease (air- 
|sac infection) in chickens. 

(iv) Blue comb (mud fever, nonspecific 
ifectious enteritis) in poultry. 

(v) Infectious sinusitis in poultry. 

E146a.94 Dibenzylamine penicillin G 
(dibenzylamine penicillin G salt). 

(a) Standards of identity, strength, 
bulity, and purity. Dibenzylamine pen¬ 
icillin G is the crystalline dibenzylamine 
alt of penicillin G. It contains not less 
ban 85 percent by weight of the di- 
>enzylamine salt of penicillin G. Each 
[such drug is so purified and dried that: 

(1) Its potency is not less than 975 
lits per milligram. 

(2) It is sterile. 

(3) It is nontoxic. 

(4) It is nonpyrogenic. 

(5) Its moisture content is not more 
I than 4.0 percent. 

I (6) Its pH in saturated aqueous solu¬ 
tion is not less than 5.0 and not more 
than 7.5. 


(b) Packaging . In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition as 
will not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused that are normal and unavoidable 
in good packaging, storage, and distribu¬ 
tion practice shall be disregarded. 

(c) Labeling. Each package shall bear 
on its outside wrapper or container and 
the immediate container, as hereinafter 
indicated, the following: 

(1) The batch mark. 

(2) The weight of the drug and the 
number of units in the immediate con¬ 
tainer 

(3) The statement “Expiration date 

_the blank being filled in 

with the date which is 18 months after 
the month during which the batch was 
certified 

(4) The statement “For manufactur¬ 
ing use only.” 

(5) The statement “Caution: Federal 
Jaw prohibits dispensing without pre¬ 
scription.” 

(d) Request for certification, check 
tests and assays; samples. (1) In addi¬ 
tion to complying with the requirements 
of § 146.2 of this chapter, a person who 
requests certification of a batch shall 
submit with his request a statement 
showing the batch mark, the number of 
packages of each size in the batch, the 
weight of the drug and the number of 
units in each package, and (unless it was 
previously submitted) the date on which 
the latest assay of the drug comprising 
such batch was completed. Such re¬ 
quest shall be accompanied or followed 
by the results of tests and assays made 
by him on the batch for potency, steril¬ 
ity, toxicity, pyrogens, moisture, pH, 
crystallinity, and the penicillin G con¬ 
tent. 

(2) Such person shall submit with his 
request an accurately representative 
sample of the batch, consisting of the 
following: 

(i) For all tests except sterility; 10 
packages. 

(ii) For sterility test; 10 packages. 

Each such package shall contain ap¬ 
proximately 300 milligrams taken from 
different parts of such batch, and each 
shall be packaged in accordance with the 
requirements of paragraph (b) of this 
section. 

(3) In connection with contemplated 
requests for certification of batches of 
another drug in the manufacture of 
which dibenzylamine penicillin G is to 
be used, the manufacturer of a batch 
that is to be so used may request the 
Commissioner to make check tests and 
assays on a sample of such batch, taken 
as prescribed by subparagraph (2) of 
this paragraph. From the information 
required by subparagraph (1) of this 
paragraph may be omitted results of 
tests and assays not required for the 
batch when used in such other drug. 
The Commissioner shall report to such 


manufacturer results of such check tests 
and assays as are so requested. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d ) (2) (i) and 
(3) of this section; $10.00 for all con¬ 
tainers in the sample submitted in ac¬ 
cordance with paragraph (d) (2) (ii) of 
this section. 

(2) If the Commissioner considers that 
investigations other than the examina¬ 
tion of such batch complies with the 
requirements of § 14C.3 of this chapter 
for the issuance of a certificate, the 
cost of such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§ 146a.95 Dibenzylamine penicillin and 
potassium penicillin powder, buf¬ 
fered. 

(a) Standards of identity, strength, 
quality, and purity. Dibenzylamine 
penicillin and potassium penicillin 
powder, buffered, is a dry mixture of 
dibenzylamine penicillin G and potas¬ 
sium penicillin G, with or without one or 
more suitable sulfonamides, and with 
one or more suitable and harmless buffer 
substances, colorings, and flavorings. It 
shall contain not less than 100,000 units 
of potassium pencillin G for each 200,000 
units of dibenzylamine penicillin G. Its 
moisture content is not more than 1 per¬ 
cent. Its pH is not less than 5.5 and not 
more than 7.5. The dibenzylamine pen¬ 
icillin G used conforms to the require¬ 
ments of § 146a.94 (a), except subpara¬ 
graphs (2) and (4) of that paragraph. 
The potassium penicillin used conforms 
to the requirements of § 146a.24 (a) for 
potassium penicillin, except subpara¬ 
graphs (2) and (4) of that paragraph. 
Each other ingredient used, if its name is 
recognized in the U. S. P. or N. F. con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. The 
composition of the immediate container 
shall be such as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused that are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. 

(c) Labeling—(l) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label or labeling, as hereinafter indi¬ 
cated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container the 

statement “Expiration date-,” the 

blank being filled in with the date that 
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is 12 months after the month during 
which the batch was certified. 

(ii) If it contains sulfonamides, after 
the name “dibenzylamine penicillin and 
potassium penicillin powder, buffered/’ 
wherever it appears, the words “with 
sulfonamides/’ in juxtaposition with 
such name. 

(2) It is packaged for dispensing and 
intended for veterinary use. Its label 
and labeling shall comply with all the 
requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement, “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription/’ each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples. 

(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless they 
were previously submitted) the dates on 
which the latest assays of the dibenzyl¬ 
amine penicillin G and the potassium 
penicillin G used in making the batch 
were completed, the number of units of 
dibenzylamine penicillin G and the num¬ 
ber of units of potassium penicillin G in 
each container of the batch, the date on 
which the latest assay comprising such 
batch was completed, the quantity of 
each ingredient used in making the 
batch, and a statement that each such 
ingredient conforms to the requirements 
prescribed therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency and moisture. 

(ii) The dibenzylamine penicillin G 
used in making the batch; potency, tox¬ 
icity, moisture, pH, crystallinity, and 
penicillin G content. 

(iii) The potassium penicillin G used 
in making the batch; potency, toxicity, 
moisture, pH, penicillin G content 
crystallinity, and heat stability. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch; 1 immediate container 
for each 5,000 immediate containers in 
the batch, but in no case less than 6 
immediate containers, collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The dibenzylamine penicillin G 
used in making the batch; 3 packages, 
each containing approximately equal 
portions of not less than 500 milligrams 
packaged in accordance with the re¬ 
quirements of § 146a.94 (b). 

(iii) The potassium penicillin G used 
in making the batch; 3 packages, each 
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containing approximately equal portions 
of not less than 250 milligrams packaged 
in accordance with the requirements of 
§ 146a.24 (b). 

(iv) In case of an initial request for 
certification, each other ingredient used 
in making the batch; 1 package of each 
containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) and (iii) of this para¬ 
graph, and no sample referred to in sub- 
paragraph (3) (ii) and (iii) of this 
paragraph, is required if such results or 
samples have been previously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (ii), 
(iii), and (iv) of this section; $5.00 for 
each immediate container in the sample 
submitted in accordance with paragraph 
(d) (3) (i) of this section. 

(2) If the Commissioner considers 
that investigations other than the ex¬ 
amination of such immediate containers 
are necessary to determine whether or 
not such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146a. 96 Dibenzylamine penicillin and 
streptomycin in oil; dibenzylamine 
penicillin and dihydrostreptomycin 
in oil. 

Dibenzylamine penicillin and strep¬ 
tomycin in oil and dibenzylamine peni¬ 
cillin and dihydrostreptomycin in oil 
conform to all the requirements pre¬ 
scribed by § 146a.57 for procaine penicil¬ 
lin and streptomycin in oil and procaine 
penicillin and dihydrostreptomycin in oil 
and are subject to all procedures pre¬ 
scribed by § 146a.57 for procaine penicil¬ 
lin and streptomycin in oil and procaine 
penicillin and dihydrostreptomycin in 
oil, except that dibenzylamine penicillin 
is used in lieu of procaine penicillin. 
The dibenzylamine penicillin used con¬ 
forms to the requirements of § 146a.94 
(a), except § 146a.94(a) (2), (3) (unless 
it is intended for subcutaneous injection 
in fowl), and (4). 

§ 146a. 97 Hydrabamine penicillin G 
(hydrabamine penicillin G salt). 

(a) Standards of identity, strength, 
quality, and purity. Hydrabamine peni¬ 
cillin G is the crystalline salt N,N'-bis- 
(dehy droabietyl) ethylenediamine di¬ 
penicillin G. It contains not less than 
85 percent by weight of the hydrabamine 
salt of penicillin G. It is so purified and 
dried that: 

(1) Its potency is not less than *845 
units per milligram. 

(2) It is nontoxic. 

(3) Its moisture content is not more 
than 2 percent. 


(4) Its PH in a saturated aqueous, 

lufowys not less than 4.0 and not i 


e 


(5) Its extinction coefficient 
is not less than 8 at 276 millimicrons 

(b) Packaging. In all cases the 
mediate container shall be a tight en 
tainer as defined by the U. s. P and sh 
be of such composition as will not ca 
any change in the strength, quality 
purity of the contents beyond any ft 
therefor in applicable standards, ex. 
that minor changes so caused that a 
normal and unavoidable in good naci 
aging, storage, and distribution nracti 
shall be disregarded. 

(c) Labeling. Each package she 
bear on its outside wrapper or contain, 
and the immediate container, as 
inafter indicated, the following: 

(1) The batch mark. 

(2) The number of units per mil] 
gram and the number of grams in tl 
immediate container. 

(3) The statement “Expiration da 

-/’ the blank being filled in 

the date that is 24 months after u 
month during which the batch was ce: 
tified. 

(4) The statement “For use in 
manufacture of nonparenteral drui 
only.** 

(5) The statement “Caution: Fede 
law prohibits dispensing without 
scription.** 

(d) Request for certification ; sampl 
(1) In addition to complying with L 
requirements of § 146.2 of this chaptei 
a person who requests certification of 
batch shall submit with his request 
statement showing the batch mark, tl 
number of packages of each size in « 
batch, and the date on which the la. 
assay of the drug comprising such bai 
was completed. Such request shall . 
accompanied or followed by the resul 
of tests and assays made by him on tl 
batch for potency, toxicity, moisturi 
pH, crystallinity, the penicillin G c 
tent, and extinction coefficient. 

(2) Such person shall submit with 
request an accurately representativ( 
sample of the batch, consisting of 1 
packages, each containing approximate!; 
300 milligrams taken from a different 
part of such batch, packaged in accord¬ 
ance with the requirements of paragrapl 
(b) of this section. 

(e) Fees. The fee for the servic.. 
rendered with respect to each batch un¬ 
der the regulations in this part shall be 

(1) $4.00 for each immediate con 
tainer in the sample submitted in ac 
cordance with paragraph (d) (2) of this 
section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 


I 


The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 


Itai 
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H46a.98 Hydrabamine penicillin G 
1 oral suspension. 

M standards of identity , strength, 
uL and vurity . Hydrabamine peni- 
K g oral suspension is hydrabamine 
Lnicillin G and one or more suitable 
fnd harmless suspending or dispersing 
,pnts buffer substances, and preserva- 
KL with or without one or more suit- 
'and harmless colorings and flavor- 


Its potency is not less than 60,000 
milliliter. Its pH is not less 

■ than 5 5 and not more than 7.0. The 
Lrabamine penicillin G used conforms 
i the requirements of §146a.97(a). 
Each other substance used, if its name 
Is recognized in the U.S.P. or N.F., con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

(b) Packaging. The immediate con¬ 
tainer shall be a tight container as de¬ 
fined by the U. S. P. and shall be of such 
composition as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused that are normal 
and unavoidable in good packaging, 
storage, and distribution practice shall 
be disregarded. 

(c) Labeling— (1) It is packaged for 
dispensing and intended for use by man. 

In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its outside wrapper or container and the 
immediate container, as hereinafter indi¬ 
cated, the following: 

(i) The statement “Shake well.” 

(ii) The statement “Expiration date 

_,” the blank being filled in 

with the date that is 12 months after 
the month during which the batch was 
certified. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription/’ each package shall include 
Information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it 
was previously submitted) the date on 
which the latest assay of the hydraba- 
mine penicillin G used in making such 
batch was completed, the potency per 
milliliter of the batch, the date on which 
the latest assay of the drug comprising 
such batch was completed, the quantity 
of each ingredient used in making the 
batch, and a statement that each such 
ingredient conforms to the requirements 
Prescribed therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
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made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: average potency per 
milliliter, pH. 

(ii) The hydrabamine penicillin G 
used in making the batch: potency, tox¬ 
icity, moisture, pH, crystallinity, the 
penicillin G content, and the extinction 
coefficient. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 1 immediate container 
for each 5,000 immediate containers in 
the batch, but in no case less than 5 
immediate containers, collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The hydrabamine penicillin G 
used in making the batch: 10 packages, 
each containing equal portions of not 
less than 300 milligrams, packaged in 
accordance with the requirements of 
§ 146a.97 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required 
if such result or sample has been previ¬ 
ously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each package in the 
samples submitted in accordance with 
paragraph (d) (3) (i), (ii), and (iii) 
of this section. 

(2) If the Commissioner considers 
that investigations, other than exami¬ 
nation of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146a.99 Capsules crystalline penicillin 
G (capsules crystalline penicillin G 
potassium, capsules crystalline peni¬ 
cillin G sodium). 

(a) Standards of identity , strength , 
quality, and purity. Capsules crystalline 
penicillin are crystalline penicillin G, 
sodium or potassium, with or without 
one or more suitable and harmless buffer 
substances, vitamin substances, and 
vegetable oils, and with or without one 
or more suitable antihistaminics and 
vasoconstrictors, enclosed in suitable and 
harmless gelatin capsules. The potency 
of each capsule is not less than 50,000 
units. The moisture content is not more 
than 1.5 percent unless the person who 
requests certification has submitted in- 
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formation adequate to prove that his 
drug is stable for that period of time 
covered by its expiration date when it 
has a moisture content of more than 1.5 
percent; but in no case shall its moisture 
content be more than 4.0 percent. The 
crystalline penicillin G used conforms to 
the requirements of § 146a.24 (a), except 
§ 146a.24 (a) (2) and (4). Each other 
ingredient used, if its name is recognized 
in the U. S. P. or N. F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging; labeling; request for 
certification , samples; fees. Capsules 
crystalline penicillin G conform to all 
requirements and procedures prescribed 
for crystalline penicillin G tablets by 
§ 146a.27 (b), (c), (d), and (e), except 
that: 

(1) If it is for use in the preparation 
of oral solutions, each package shall bear 
on its outside wrapper or container and 
the immediate container a statement 
that contains adequate directions for 
preparing such solutions and a statement 
that such solutions should be used im¬ 
mediately. 

(2) If it contains vitamin substances, 
each package shall bear on the outside 
wrapper or container and the immediate 
container the name and quantity of each 
such ingredient. 

(3) It shall be labeled with an expira¬ 
tion date that is 12 months, if it con¬ 
tains one or more vitamin substances, 
or 36 months, if it does not contain one 
or more vitamin substances, after the 
month during which the batch was cer¬ 
tified, except that the date may be 18 
months, 24 months, 36 months, 48 
months, or 60 months after the month 
during which the batch was certified if 
the person who requests certification has 
submitted to the Commissioner results 
of tests and assays showing that after 
having been stored for such period of 
time such drug as prepared by him com¬ 
plies with the standards prescribed by 
paragraph (a) of this section. 

(4) If it contains one or more vitamin 

substances, after the name “capsules 
crystalline penicillin G potassium/’ or 
“capsules crystalline penicillin G so¬ 
dium,” wherever either such name ap¬ 
pears, the words “with vitamin-” 

(the blank being filled in with the name 
of the vitamin ingredient used) or “with 
vitamins” (if it contains more than one 
vitamin ingredient), in juxtaposition 
with such name. 

§ 146a.l00 Benzathine penicillin G in 
oil. 

Benzathine penicillin G in oil con¬ 
forms to all requirements and is subject 
to all procedures prescribed by § 146a.45 
for sterile procaine penicillin in oil, ex¬ 
cept that: 

(a) Benzathine penicillin G is used in 
lieu of procaine penicillin. The benza¬ 
thine penicillin used conforms to the re¬ 
quirements of § 146a.68 (a). 

(b) Its moisture content is not more 
than 4 percent. 

§ 146a. 101 Benzathine penicillin G and 
procaine penicillin G in oil* 

(a) Benzathine penicillin G and pro¬ 
caine penicillin G in oil conforms to all 
requirements and is subject to all proce- 
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dures prescribed by § 146a.45 for sterile 
procaine penicillin in oil, except that: 

(1) Each milliliter contains not less 
than 150,000 units each of benzathine 
penicillin G and procaine penicillin G, 
unless it is intended solely for veterinary 
use and is conspicuously so labeled. The 
benzathine penicillin G used conforms to 
the requirements of § 146a.68 (a). 

(2) Its moisture content is not more 
than 4.0 percent. 

(3) [Reserved] 

(4) In addition to complying with the 
requirements of § 146a.45 (d), a person 
who requests certification of a batch 
shall submit with his request a state¬ 
ment showing the batch mark and (un¬ 
less it was previously submitted) the 
results and the date of the latest tests 
and assays of the benzathine penicillin 
G used in making the batch for potency, 
sterility, pyrogens, toxicity, moisture, 
pH, crystallinity, and penicillin G con¬ 
tent, and the number of units each of 
benzathine penicillin G and procaine 
penicillin in each milliliter of the batch. 
He shall also submit in connection with 
his request a sample consisting of not 
less than 6 packages of the batch and 
(unless previously submitted) samples of 
the benzathine penicillin G used in mak¬ 
ing the batch, as follows: 

(i) For all tests except sterility: 10 
packages, each containing approximately 
equal portions of 300 milligrams. 

(ii) For sterility testing: 10 packages, 
each containing approximately equal 
portions of 300 milligrams. 

(b) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of this 
section shall be: 

(1) $5.00 for each immediate con¬ 
tainer of the batch submitted in accord¬ 
ance with paragraph (a) (4) of this 
section. 

(2) $4.00 for each immediate con¬ 
tainer of benzathine penicillin G sub¬ 
mitted in accordance with paragraph (a) 
(4) (i) of this section. 

(3) $10.00 for all containers of samples 
submitted in accordance with paragraph 
(a) (4) (ii) of this section. 


§ 146a.102 Benzathine penicillin G- 
procaine penicillin G-streptomycin in 
oil; benzathine penicillin G-procaine 
penicillin G-dihydrostreptomycin in 
oil veterinary. 


(a) Benzathine penicillin G-procaine 
penicillin G-streptomycin in oil and ben¬ 
zathine penicillin G-procaine penicillin 
G-dihydrostreptomycin in oil veterinary 
conform to all requirements and are sub¬ 
ject to all procedures prescribed by 
§ 146a.101 for benzathine penicillin G 
and procaine penicillin G in oil, except 
that: 

(1) Each milliliter shall contain not 
less than 250 milligrams of streptomycin 
or dihydrostreptomycin. The strepto¬ 
mycin used conforms to the standards 
prescribed by § 146b.l01 (a) of this chap¬ 
ter. The dihydrostreptomycin used con¬ 
forms to the standards prescribed by 
§ 146b.l03 of this chapter. 

(2) [Reserved] 

(3) In addition to complying with the 
requirements of § 146a.l01 (a) (4), a 
person who requests certification of a 
batch shall submit with his request a 


statement showing the batch mark and 
(unless it was previously submitted) the 
results and the date of the latest tests 
and assays of the streptomycin or di¬ 
hydrostreptomycin used in making the 
batch for potency, sterility, toxicity, 
pyrogens, histamine, moisture, pH, strep¬ 
tomycin content if it is dihydrostrepto¬ 
mycin, and crystallinity if it is 
crystalline dihydrostreptomycin; and the 
number of units of benzathine penicillin 
G and procaine penicillin, and the num¬ 
ber of milligrams of streptomycin or 
dihydrostreptomycin in each milliliter of 
the batch. He shall also submit in con¬ 
nection with his request a sample con¬ 
sisting of not less than 7 immediate 
containers of the batch and (unless it 
was previously submitted) a sample con¬ 
sisting of 5 packages (for all tests except 
sterility) and 10 packages (for sterility 
testing), each containing approximately 
0.5 gram of the streptomycin or dihy¬ 
drostreptomycin used in making the 
batch, packaged in accordance with the 
requirements of § 146b.l01 (b) of this 
chapter. 

(b) The fees for the services rendered 
with respect to the samples submitted in 
accordance with paragraph (a) (3) of 
this section shall be: 

(1) $6.00 for each immediate con¬ 
tainer of the batch. 

(2) $10.00 for each immediate con¬ 
tainer of the streptomycin or dihydro¬ 
streptomycin used in making the batch. 

(3) $10.00 for all containers in the 
samples submitted for sterility testing. 


§ 146a. 103 Penicillin V (phenoxymethyl 
penicillin). 


(a) Standards of identity , strength , 
quality , and purity. Penicillin V is 
crystalline phenoxymethyl penicillin. 
It contains not less than 90 percent of 
penicillin V. It is so purified and dried 
that: 

(1) Its potency is not less than 1,500 
units per milligram. 

(2) It is nontoxic. 

(3) Its moisture content is not more 
than 2.0 percent. 

(4) Its pH in a saturated aqueous solu¬ 
tion is not less than 2.5 and not more 
than 4.0. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. and shall 
be of such composition as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused that are 
normal and unavoidable in good packag¬ 
ing, storage, and distribution practice 
shall be disregarded. 

Cc) Labeling. Each package shall 
bear on its outside wrapper or container 
and the immediate container, as herein¬ 
after indicated, the following: 

(1) The batch mark. 

(2) The number of units per milligram 
and the number of grams in the immedi¬ 
ate container. 

(3) The statement “Expiration date 

-,” the blank being filled in with 

the date that is 24 months after the 
month in which the batch was certified, 
except that the blank may be filled in 
with the date that is 36 months or 48 
months after the month during which 


the batch was certified if the d«J (t 
who requests certification has subSr 
to the Commissioner results of J 

assays showing that after having U 
stored for such period of time such *3 
as prepared by him complies 
standards prescribed by paragraph 3 
of this section. * 

(4) The statement "For use in tiJ 
manufacture of nonparenteral druj 

(5) The statement “Caution: Fedm 
law prohibits dispensing without nr 
scription.” 

(d) Request for certification; samvk 
(1) In addition to complying with th 
requirements of § 146.2 of this chapter 
person who requests certification of’ 
batch shall submit with his request 
statement showing the batch mark th 
number of packages of each size in th 
batch, and the date on which the late! 
assay of the drug comprising such bate: 
was completed. Such request shall h 
accompanied or followed by the result 
of tests and assays made by him on th 
batch for potency, toxicity, moisture pi 
crystallinity, and penicillin V content 

(2) Such person shall submit with’hi 

request an accurately representativ 
sample of the batch, consisting of 1 
packages, each containing approximate! 

300 milligrams taken from a differen, 
part of such batch, packaged in accord] 
ance with the requirements of paragranl 
(b) of this section. 

(e) Fees. The fee for the services ren 
dered with respect to each batch und< 
the regulations in this part shall be: 

(1) $4.00 for each immediate con 
tainer in the sample submitted in ac^ 
cordance with paragraph (d) (2) of this 
section. 

(2) If the Commissioner consider^ 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or nol 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 


The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) oi 
this chapter. 


§ 146a. 104 Penicillin V for oral suspen* 
sion (phenoxymelhyl penicillin for 
oral suspension) potassium penicillin 
V for oral solution. 


(a) Standards of identity , strength, 
quality , and purity. Penicillin V for oral 
suspension or potassium penicillin V for 
oral solution is a mixture of penicillin V 
or potassium penicillin V, with or with¬ 
out one or more suitable and harmless 
suspending agents, coloring, flavorings, 
buffer substances, and preservatives, and 
with or without one or more suitable 
sulfonamides. Its moisture content is 
not more than 1 percent. The peni¬ 
cillin V used conforms to the require¬ 
ments of § 146a.l03(a). The potassium 
penicillin V used conforms to the require¬ 
ments of § 146a.61(a). Each other sub¬ 
stance used, if its name is recognized in 
the U.S.P. or N.F., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 
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lh \ packaging • cases the im- 

Jdiate container shall be a tight con- 

SS as defined by the U * S * P *’ and 

Si be of such composition as will not 
zi any change in the strength, qual- 
Tnr purity of the contents beyond 
limit therefor in applicable stand- 
except that minor changes so 
!nsed that are normal and unavoidable 
fgood packaging, storage, and distri- 
■"Jon practice shall be disregarded, 
rich immediate container may be pack- 
wed in combination with a container of 
Suitable and harmless aqueous vehicle. 

(c) Labeling —(1) It is packaged for 
sensing and intended for use by man. 

ST addition to the labeling requirements 

Trescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
.{the act), each package shall bear on 
its label or labeling, as hereinafter indi¬ 
cated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date-” 

the blank being filled in with the date 
that is 24 months after the month 
luring which the batch was certified, 
except that if it contains sulfonamides 
the blank shall be filled in with the 
date that is 12 months after the month 
during which the batch was certified, 
and except that the blank may be filled 
in with the date that is 24 months after 
the month in which the batch was certi- 

if the person who requests certifica- 
cation has submitted to the Com¬ 
missioner results of tests and assays 
showing that after having been stored 
for such period of time such drug as 
prepared by him complies with the 
standards prescribed by paragraph (a) 
of this section. 

(ii) If it contains sulfonamides, after 
the name “penicillin V for oral suspen¬ 
sion” or “potassium penicillin V for oral 
solution,” wherever such name appears, 
the words “with sulfonamides, 1 ” in 
juxtaposition with such name. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by sub- 
paragraph (1) of this paragraph, except 
that in lieu of the statement “Caution: 
Federal law prohibits dispensing without 
prescription,” each package shall in¬ 
clude information containing direc¬ 
tions and warnings adequate for the 
veterinary use of the drug by the laity. 

(d) Request for certification; sam¬ 
ples. (1) In addition to complying with 
;he requirements of § 146.2 of this chap- 
;er, a person who requests certification 
>f a batch shall submit with his request 
i statement showing the batch mark, 
the number of packages of each size in 
such batch, the batch mark and (unless 
it was previously submitted) the date on 
which the latest assay of the penicillin 
used in making such batch was com¬ 
pleted, the number of units ir. each im¬ 
mediate container, the quantity of each 
ingredient used in making the batch, 
the date on which the latest assay of 
the drug comprising such batch was 
completed, and a statement that each 
ingredient used in making the batch con¬ 
forms to the requirements prescribed 
therefor by this section. 


(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: Potency and moisture. 

(ii) The penicillin V or potassium 
penicillin V used in making the batch: 
Potency, toxicity, moisture, pH, crystal¬ 
linity, and penicillin V content. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: One immediate con¬ 
tainer for each 5,000 immediate con¬ 
tainers in the batch, but in no case less 
than 5 immediate containers, collected 
by taking single immediate containers 
at such intervals throughout the entire 
time of packaging the batch that the 
quantities packaged during the intervals 
are approximately equal. 

(ii) The penicillin used in making the 
batch: 10 packages, each containing ap¬ 
proximately equal portions of not less 
than 300 milligrams, packaged in ac¬ 
cordance with the requirements of 
§ 146a.l03 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, containing approximately 5 grams. 

(iv) In case of an initial request for 
certification of a batch that is to be pack¬ 
aged in combination with ah aqueous 
vehicle, or when any change is made in 
the composition of such aqueous vehicle: 
Five packages of the vehicle included in 
the combination. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required if 
such result or sample has been previ¬ 
ously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i), 
(ii), and (iii) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146a.105 Benzathine penicillin V 
(benzathine penicillin V salt). 

(a) Standards of identity, strength , 
quality, and purity. Benzathine peni¬ 
cillin V is the crystalline benzathine salt 
of penicillin V. It contains not less than 
90 percent by weight of the benzathine 


salt of penicillin V. It is so purified and 
dried that: 

(1) Its potency is not less than 1,050 
units per milligram. 

(2) It is sterile. 

(3) It is nonpyrogenic. 

(4) It is nontoxic. 

(5) Its moisture content is not more 
than 8.0 percent. 

(6) Its pF in a saturated aqueous 
solution is not less than 4.0 and not more 
than 6.5. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. and 
shall be of such composition as will not 
cause any change in the strength, qual¬ 
ity, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused that are normal and unavoidable 
in good packaging, storage, and distribu¬ 
tion practice shall be disregarded. 

(c) Labeling. Each package shall 
bear on its outside wrapper or container 
and the immediate container, as herein¬ 
after indicated, the following: 

(1) The batch mark. 

(2) The number of units per milligram 
and the number of grams in the imme¬ 
diate container. 

(3) The statement “Expiration date 

_,” the blank being filled in 

with the date that is 24 months after the 
month during which the batch was 
certified. 

(4) The statement “For manufactur¬ 
ing use only.” 

(5) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in the 
batch, and the date on which the latest 
assay of the drug comprising such batch 
was completed. Such request shall be 
accompanied or followed by the results 
of tests and assays made by him on the 
batch for potency, sterility, pyrogens, 
toxicity, moisture, pH, crystallinity, and 
penicillin V content. 

(2) Each person shall submit with his 
request an accurately representative 
sample of the batch, consisting of the 
following: 

(i) For all tests except sterility: 10 
packages. 

(ii) For sterility testing: 10 packages. 

Each such package shall contain approx¬ 
imately 300 milligrams, taken from dif¬ 
ferent parts of such batch, and each 
shall be packaged in accordance with the 
requirements of paragraph (b) of this 
section. 

(3) In connection with contemplated 
requests for certification of batches of 
another drug in the manufacture of 
which benzathine penicillin V is to be 
used, the manufacturer of a batch that 
is to be so used may request the Com¬ 
missioner to make check tests and as¬ 
says on a sample of such batch, taken 
as prescribed in subparagraph (2) of this 
paragraph. From the information re¬ 
quired by subparagraph (1) of this para- 
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graph may be omitted results of tests 
and assays not required for the batch 
when used in such other drug. The 
Commissioner shall report to such man¬ 
ufacturer results of such check tests and 
assays as are so requested. 

(e) Fees . The fee for the sendees ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) $4.00 for each immediate contain¬ 
er in the samples submitted in accord¬ 
ance with paragraph (d) (2) (i) and (3) 
of this section; $10.00 for all containers 
submitted in accordance with paragraph 
(d) (2) (ii) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146a.l06 Tablets benzathine penicillin 
G and penicillin V. 

(a) Tablets benzathine penicillin G 
and penicillin V conform to all require¬ 
ments and are subject to all procedures 
prescribed by § 146a.27 for tablets ben¬ 
zathine penicillin G, except that each 
tablet contains not less than 50,000 units 
of penicillin V. 

(b) In addition to complying with the 

requirements of §146a.27(d), a person 
who requests certification of a batch 
shall submit with his request a state¬ 
ment showing the batch mark and (un¬ 
less they were previously submitted) the 
results and the date of the latest tests 
and assays of the penicillin V used in 
making the batch for potency, toxicity, 
moisture, pH, crystallinity, and penicillin 
V content. He shall also submit in con¬ 
nection with his request (unless it was 
previously submitted) a sample consist¬ 
ing of 10 packages containing approxi¬ 
mately equal portions of not less than 
300 milligrams each of the penicillin V 
used in making the batch, packaged in 
accordance with the requirements of 

§ 146a.103(b). 

(c) The fees for the services rendered 

with respect to the samples submitted in 
accordance with the requirements of 

paragraph (b) of this section shall be: 

(1) $1.00 for each tablet submitted in 

accordance with the requirements of 

§ 146a.27(d)(3)(i)(a) ( 1 ) and (3). 

(2) $4.00 for each immediate container 
of tine penicillin V used in making the 
batch. 

§ 146a. 107 Capsules penicillin V. 

Capsules penicillin V are capsules that 
conform to all the requirements and are 
subject to all procedures prescribed by 
§ 146a.27 for tablets penicillin V, except 
with respect to disintegration time, and 
except that the moisture content of 
such capsules is not more than 2 percent. 


§ 146a. 108 Procaine penicillin-strepto¬ 
mycin-polymyxin in oil; procaine 
penicillin - dihydrostreptomycin - poly¬ 
myxin in oil; procaine penicillin- 
streptomycin-polymyxin ointment; 
procaine penicillin-dihydrostrepto- 
mycin-polymyxin ointment. 

Procaine penicillin-streptomycin- 
polymyxin in oil, procaine penicillin- 
dihydrostreptomycin-polymyxin in oil, 
procaine penicillin-streptomycin-poly¬ 
myxin ointment, and procaine penicil¬ 
lin - dihydrostreptomycin - polymyxin 
ointment conform to all requirements 
and are subject to all procedures pre¬ 
scribed by § 146a.54 for procaine penicil¬ 
lin-streptomycin ointment or procaine 
penicillin-dihydrostreptomycin ointment 
or by § 146a.57 for procaine penicillin 
and streptomycin in oil or procaine pen¬ 
icillin and dihydrostreptomycin in oil, 
except that: 

(a) They contain not less than 50,000 
units of polymyxin B per single-dose 
container. The polymyxin B used con¬ 
forms to the requirements prescribed for 
polymyxin B by § 146b.l07 (a) of this 
chapter, except the standard prescribed 
for toxicity (unless it is intended for sub¬ 
cutaneous injection in fowl). 

(b) In lieu of the labeling prescribed 
by § 146a.54(b) or § 146a.57(a) (3), each 
package shall bear on the outside wrap¬ 
per or container and the immediate con¬ 
tainer the statement, “For udder instilla¬ 
tion of cattle only’ , ; and the statement, 

“Expiration date- f ” the blank 

being filled in with the date that is 12 
months after the month during which 
the batch was certified, except that if 
the person who requests certification has 
submitted to the Commissioner results of 
tests and assays that show such drug 
as prepared by him is stable for 18 
months or 24 months, such date may be 
used for such drug. Each package shall 
also bear on its label or labeling, if it 
contains one or more of the active in¬ 
gredients specified in § 146a.54(a) (3) or 
§ 146a.57(a) (2), after the name “pro¬ 
caine penicillin-streptomycin-polymyxin 
in oil,” “procaine penicillin-dihydro- 
streptomycin-polymyxin in oil,” “pro¬ 
caine penicillin-streptomycin-polymyxin 
ointment,” or “procaine penicillin-dihy- 
drostreptomycin-polymyxin ointment,” 
wherever it appears, the words “with 

-(the blank being filled in with 

the common or usual name of each such 
ingredient),” in juxtaposition with such 
name. 

(c) In addition to complying with the 
requirements of § 146a.54 (c) or § 146a.57 
(a) (4), a person who requests certifica¬ 
tion of a batch shall submit with his 
request a statement showing the batch 
mark and (unless it was previously sub¬ 
mitted) the results and date of the 
latest tests and assays of the polymyxin 
used in making the batch for potency 
and toxicity. He shall also submit in 
connection with his request a sample 
consisting of not less than 7 immediate 
containers of the batch and (unless it 
was previously submitted) a sample 
consisting of 5 packages containing 
equal portions of not less than 0.5 gram 
each of the polymyxin used in making 
the batch. 


(d) The fees for the services renders 
with respect to the samples submitted 
accordance with the requirement 
paragraph (c) of this section shall hS 
(1) $6.00 for each immediate“JS 
tainer of the batch. e C0Q 

< 2 ) $4.00 for each immediate con 
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§ 146a. 109 Benzathine penicillin V ors 
suspension, benzathine penicillin 1 
for oral suspension. 

Benzathine penicillin V oral suspen 
sion and benzathine penicillin v for or 
suspension conform to all requiremen 
and are subject to all procedures ore 
scribed by § 146a.69 for benzathine peni 
cillin G oral suspension and benzathin 
penicillin G for oral suspension, excep 
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(a) If it is benzathine penicillin V fo 
oral suspension, its pH is not less tha: 
5.0 and not more than 7.0. 

(b) Benzathine penicillin V is used i 
lieu of benzathine penicillin G. Th 
benzathine penicillin V used confirms t 
the requirements of § 146a.l05(a). 

(c) In lieu of the directions prescribe! 
by § 146a.69(d) (2) (ii), a person who re 
quests certification of a batch shall sub 
mit in connection with his request result 
of the tests and assays made by him oi 
an accurately representative sample o 
the benzathine penicillin V used in mak 
ing the batch for potency, toxicity, pH 
mositure, crystallinity, and the penicillii 
V content. 

§ 146a.110 Benzathine penicillin G ii 
streptomycin sulfate solution; ben 
zathine penicillin G in dihydrostrep 
tomycin sulfate solution veterinari 
(benzathine penicillin G in crystal 
line diliydrostreptomycin sulfate so 
lution veterinary). 

Benzathine penicillin G in streptomy- 
cin sulfate solution and benzathine peni¬ 
cillin G in dihydrostreptomycin sulfate 
solution veterinary conform to all re 
quirements and are subject to all pro 
cedures prescribed by § 146a.67 for pro 
caine penicillin in streptomycin sulfate 
solution and procaine penicillin in dihy- 
drostreptomycin sulfate solution veteri¬ 
nary, except that benzathine penicillin G 
is used in lieu of procaine penicillin 
The benzathine penicillin G used com 
forms to the requirements of § 146a.68 
(a). 


§ 146a.lll Procaine penicillin-neomy* 
cin-polymyxin in oil; procaine peni* 
cillin-neomycin-polymyxin ointment. 

(a) Standards of identity, strength, 
quality, and purity . Procaine penicillin- 
neomycin-polymyxin in oil is a suspen¬ 
sion of procaine penicillin, neomycin, 
and polymyxin in refined peanut oil or 
sesame oil, with or without the addition 
of one or more suitable and harmless 
dispersing and suspending agents. Pro¬ 
caine penicillin - neomycin - polymyxin 
ointment is procaine penicillin, neomy¬ 
cin, and polymyxin in a suitable and 
harmless ointment base. Each of the 
drugs may contain a suitable anesthetic, 
a suitable and harmless preservative, a 
suitable and harmless salt of cobalt, one 
or more suitable sulfonamides, and cor- 








FEDERAL REGISTER 


13145 


Saturday, December 29, 1962 

♦icnne or a suitable derivative of corti- 
S The moisture content of each drug 
knot more than 1.0 percent. Each drug 
fnntains not less than 25,000 units of 
Cocaine penicillin, not less than 17.5 
milligrams of neomycin, and not less 
man 5 000 units of polymyxin per milli- 
L r or per gram, except that if the drug 
l intended for use by udder instillation, 
Lh single dose as recommended in its 
Lbeling contains not more than 100,000 
units of penicillin. The procaine peni- 
milin used conforms to the requirements 
of § 146a.44 (a), except § 146a.44 (a) (2), 
( 3 ) and (4). The neomycin used con¬ 
forms to the requirements of § 146e.410 

(a) (2) of this chapter, except the stand¬ 
ard for toxicity. The polymyxin used 
conforms to the requirements of § 146b.- 
107 (a) of this chapter, except the stand¬ 
ard for toxicity. Each other substance 
used, if its name is recognized in the 
U. S. P. or N. F., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 

(b) Packaging; labeling; request for 
certification , samples; fees. Each drug 
conforms to all requirements and pro¬ 
cedures prescribed for penicillin oint¬ 
ment by § 146a.26 (b) (except that pro¬ 
caine penicillin-neomycin-polymyxin in 
oil may be packaged in plastic tubes), 

(c), (d), and (e), except that: 

(1) In addition to the labeling pre¬ 
scribed for penicillin ointment by 
5146a. 26(c), if they contain one or more 
of the active ingredients specified in 
paragraph (a) of this section, each 
package shall bear on the outside wrap¬ 
per or container and the immediate con¬ 
tainer, after the name “procaine peni¬ 
cillin-neomycin-polymyxin in oil” or 
“procaine penicillin-neomycin-poly - 
myxin ointment,” wherever it appears, 

the words “with --the blank 

being filled in with the common or usual 
name of each such other ingredient, in 
juxtaposition with such name. 

(2) In addition to complying with the 
requirements of § 146a.26 (d), a person 
who requests certification of a batch shall 
submit with his request a statement 
showing the batch mark and (unless they 
were previously submitted) the results 
and the dates of the latest tests and as¬ 
says of the neomycin (for potency, mois¬ 
ture, and pH) and polymyxin (for po¬ 
tency) used in making the batch; the 
number of units of penicillin; the num¬ 
ber of milligrams of neomycin, and the 
number of units of polymyxin per milli¬ 
liter or per gram. He shall also submit in 
connection with his requests a sample 
consisting of not less than seven immedi¬ 
ate containers of the batch and (unless 
they were previously submitted) samples 
consisting of five packages each of the 
neomycin and polymyxin used in making 
the batch, each package containing ap¬ 
proximately equal portions of not less 
than 0.5 gram. 

(3) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
subparagraph (2) of this paragraph 
shall be: 

(i) $6.00 for each immediate container 
of the batch. 

(ii) $4.00 for each immediate con¬ 
tainer in the samples of neomycin and 
Polymyxin used in making the batch. 


§ 146a.ll2 Crystalline penicillin-strep¬ 
tomycin - polymyxin - oxytetracycli ne - 
carbomycin powder veterinary; crys¬ 
talline penicillin-dihydrostreptomy- 
cin-polymyxin-oxytetracycline-carbo- 

mycin powder veterinary. 

(a) Standards of identity, strength , 
quality, and purity. Crystalline penicil- 
lin-streptomycin-polymyxin-oxytetracy- 
cline-carbomycin powder veterinary and 
crystalline penicillin-dihydrostreptomy¬ 
cin -polymyxin -oxytetracycline-carbo¬ 
mycin powder veterinary are a mixture 
of crystalline penicillin, streptomycin 
or dihydrostreptomycin, polymyxin, crys¬ 
talline oxytetracycline or crystalline 
oxytetracycline hydrochloride or a com¬ 
bination of these drugs, and crystalline 
carbomycin, with one or more suitable 
and harmless diluents. Each immediate 
container of powder contains not more 
than 100,000 units of penicillin, not less 
than 200 milligrams of streptomycin or 
dihydrostreptomycin, not less than 
150,000 units of polymyxin, not less than 
425 milligrams of oxytetracycline or oxy¬ 
tetracycline hydrochloride or a combina¬ 
tion of these drugs, and not less than 100 
milligrams of carbomycin. Its moisture 
content is not more than 6.0 percent. 
The crystalline penicillin used conforms 
to the standards prescribed therefor by 
§ 146a.24, except § 146a.24(a) (2), (3), 
and (4). The streptomycin used con¬ 
forms to the standards prescribed there¬ 
for by § 146b.101 (a) of this chapter, ex¬ 
cept § 146b.l01(a) (2), (3), (4), and (5). 
The dihydrostreptomycin used conforms 
to the standards prescribed therefor by 
§ 146b.103 of this chapter, except the 
standards for sterility, toxicity, pyrogens, 
and histamine. The polymyxin B used 
conforms to the standards prescribed 
therefor by § 146b.l07(a) of this chapter, 
except the standard for toxicity. The 
oxytetracycline used is produced by the 
growth of Streptomyces Rimosus. The 
crystalline oxytetracycline base has a 
potency of not less than 900 micro¬ 
grams per milliliter on the anhydrous 
basis, has a moisture content of not more 
than 7.5 percent, and a pH of from 5.5 
to 7.5. The crystalline oxytetracycline 
hydrochloride has a potency of not less, 
than 835 micrograms per milligram, a 
moisture content of not more than 1.5 
percent, and a pH of from 2.3 to 2.9 The 
crystalline carbomycin used is produced 
by the growth of Streptomyces halstedii, 
has a potency of not less than 750 yg. 
per milligram, and has a moisture con¬ 
tent of not more than 5.0 percent and a 
pH of from 5.0 to 8.0. Each other in¬ 
gredient used, if its name is recognized in 
the U. S. P. or N. F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging . In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P. The 
composition of the immediate contain¬ 
ers shall be such as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limit there¬ 
for in applicable standards, except that 
minor changes so caused that are nor¬ 
mal and unavoidable in good packag¬ 
ing, storage, and distribution practice 
shall be disregarded. 
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(c) Labeling. Each package shall 
bear on its label or labeling, as herein¬ 
after indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(i) The batch mark. 

(ii) The number of units of penicil¬ 
lin; the number of milligrams of strepto¬ 
mycin or dihydrostreptomycin; the num¬ 
ber of units of polymyxin; the number of 
milligrams of oxytetracycline, oxytetra¬ 
cycline hydrochloride, or the number of 
milligrams of each such drug where a 
combination of these two drugs is used; 
and the number of milligrams of carbo¬ 
mycin, in each gram of the batch. 

(iii) The statement “For udder in¬ 
stillation of cattle only.” 

(iv) The statement “Expiration date 

_,” the blank being filled in 

with the date that is 24 months after 
the month during which the batch was 
certified: Provided , however , That such 
expiration date may be omitted from 
the immediate container if it contains a 
single dose and it is packaged in an indi¬ 
vidual wrapper or container. 

(v) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions and warnings for the 
veterinary use of such drug by the laity. 
Such circular or other labeling may also 
bear a statement that a brochure or 
other printed matter containing infor¬ 
mation for other veterinary uses of such 
drug by a veterinarian licensed by law 
to administer it will be sent to such 
veterinarian on request. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless they 
were previously submitted) the dates of 
the latest tests and assays of the penicil¬ 
lin, streptomycin or dihydrostreptomy¬ 
cin, polymyxin, oxytetracycline, oxytet¬ 
racycline hydrochloride, and carbomycin 
used in making the batch. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch: Potency and moisture. 

(ii) The penicillin used in making the 
batch: Potency, moisture, pH, crystal¬ 
linity, and heat stability. 

(iii) The streptomycin or dihydro¬ 
streptomycin used in making the batch: 
Potency, moisture, pH, streptomycin 
content if it is dihydrostreptomycin, and 
crystallinity if it is crystalline dihydro¬ 
streptomycin sulfate. 

(iv) The polymyxin used in making 
the batch: Potency. 

(v) The oxytetracycline and oxytetra¬ 
cycline hydrochloride used in making the 
batch: Potency, moisture, pH, and 
crystallinity. 

(vi) The carbomycin used in making 
the batch: Potency, moisture, pH, and 
crystallinity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
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with his request, in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch: 1 package for each 
5,000 packages in the batch, but in no 
case less than 6 packages. 

(ii) The penicillin used in making the 
batch: 10 packages each containing 
equal portions of not less than 60 milli¬ 
grams. 

(iii) The streptomycin or dihydro¬ 
streptomycin used in making the batch: 
6 packages each containing approxi¬ 
mately equal portions of not less than 0.5 
gram. 

(iv) The polymyxin used in making 
the batch: 5 packages each containing 
approximately equal portions of not less 
than 0.5 gram. 

(v) The oxytetracycline used in mak¬ 
ing the batch: 5 packages of each salt 
used, each containing approximately 
equal portions of not less than 0.5 gram. 

(vi) The carbomycin used in making 
the batch; 5 packages each containing 
approximately equal portions of not less 
than 0.5 gram. 

(vii) In case of an initial request for 
certification, each other ingredient used 
in making the batch: 1 package of each 
containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii), (iii), (iv), (v), and (vi) 
of this paragraph, and no samples re¬ 
ferred to in subparagraph (3) (ii), (iii), 

(iv) , (v), and (vi) of this paragraph, 
is required if such result or samples have 
been previously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $6.00 for each immediate container 
in the samples submitted in accordance 
with paragraph (d) (3) (i) of this sec¬ 
tion; $4.00 for each immediate container 
in the samples submitted in accordance 
with paragraph (d) (3) (ii), (iii), (iv), 

(v) , (vi), and (vii) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 


PART 146b—CERTIFICATION OF 
STREPTOMYCIN (OR Dl HYDRO¬ 
STREPTOMYCIN) AND STREPTOMY¬ 
CIN- (OR DIHYDROSTREPTOMY¬ 
CIN-) CONTAINING DRUGS 

Sec. 

146b.l01 Streptomycin sulfate, streptomy¬ 
cin hydrochloride, streptomycin 
phosphate, streptomycin trihy¬ 
drochloride calcium chloride 
(streptomycin calcium chloride 
complex). 

146 b.102 Streptomycin ointment; dihy¬ 
drostreptomycin ointment. 


Sec. 

146b.103 

146b.104 
146b.105 


146b.106 

146b.107 
146b.108 


146b.109 
146b.ll0 


146b.Ill 

146b.112 

146b.113 
146b.114 

146b.115 


146b.116 
.146b.117 

146b.118 


146b.119 

146b.l20 

146b.121 
146b.122 


146b.123 

146b.124 


Dihydrostreptomycin sulfate, crys¬ 
talline dihydrostreptomycin sul¬ 
fate, dihydrostreptomycin hy¬ 
drochloride. 

Streptomycin tablets; dihydro¬ 
streptomycin tablets. 
Streptomycin for topical use; 

streptomycin with - (the 

blank being filled in with the 
name of the vehicle if a package 
combination) for topical use. 
Streptomycin sulfate solution; di¬ 
hydrostreptomycin sulfate solu¬ 
tion (crystalline dihydrostrepto- 
mycip sulfate solution). 
Streptomycin - polymyxin - bacitra¬ 
cin tablets. 

Streptomycin syrup; streptomycin 
in gel (streptomycin oral sus¬ 
pension); dihydrostreptomycin 
syrup; dihydrostreptomycin in 
gel (dihydrostreptomycin oral 
suspension). 

Streptomycin - bacitracin - poly¬ 
myxin gauze pads. 

Streptomycin otic with antifungal 
agent; streptomycin otic with 

-; dihydrostreptomycin otic 

with antifungal agent; dihydro¬ 
streptomycin otic with - 

. (the blank being filled in with 
the common or usual name of 
the antifungal agent). 
Streptomycin - kaolin-pectin - alu¬ 
minum hydroxide gas powder 
veterinary; dihydrostreptomy- 
cin-kaolin-pectin-aluminum hy¬ 
droxide gel powder veterinary. 
Streptomycin for inhalation ther¬ 
apy; dihydrostreptomycin for 
inhalation therapy. 
Dihydrostreptomycin-streptomycin 
sulfates. 

Streptomycin sulfate veterinary; 
dihydrostreptomycin sulfate vet¬ 
erinary; dihydrostreptomycin 
hydrochloride veterinary. 
Streptomycin sulfate powder oral 
veterinary; streptomycin sulfate 
granules oral veterinary; dihy¬ 
drostreptomycin sulfate powder 
oral veterinary; dihydrostrep¬ 
tomycin sulfate granules oral 
veterinary; dihydrostreptomycin 
hydrochloride powder oral veter¬ 
inary; dihydrostreptomycin hy¬ 
drochloride granules oral veter¬ 
inary. 

Streptonicozid sulfate. 
Dihydrostreptomycin-streptomycin 
sulfates solution. 

Streptomycin-penicillin - sulfona - 
mide with kaolin and pectin; 
dihydrostreptomycin-penicillin - 
sulfonamide with kaolin and 
pectin. 

Streptomycin hydrochloride solu¬ 
tion oral veterinary; streptomy¬ 
cin sulfate solution oral veterin¬ 
ary. 

Dihydrostreptomycin-streptomycin 
sulfates with isonicotinic acid 
hydrazine. 

Streptomycin-erythromycin oint¬ 
ment. 

Streptomycin - chlortetracycline - 
chloramphenicol-bacitracin den¬ 
tal cement; dihydrostreptomy¬ 
cin - chlortetracycline - chloram¬ 
phenicol-bacitracin dental ce¬ 
ment. 

Streptomycin - sodium sulfathia- 
zole solution veterinary; dihy- 
drostreptomycin-sodium suifa- 
thiazole solution veterinary. 
Streptomycin - polymyxin - neo¬ 
mycin ointment; dihydrostrepto¬ 
mycin - polymyxin - neomycin 
ointment. 


Sec. 

146b.125 


146b.126 

146b.127 


146b.l28 

146b.129 

146b.130 


146b.131 

146b.132 


146b.133 


Streptomycin - dihydrostreptoan 

cin for inhalation therapy. ** 
Streptomycin - neomycin powder 
dihydrostreptomycin - neomycin 
powder. J u 

Streptomycin solution for inhala 
tion therapy veterinary; cihvi 
drostreptomycin solution for inj 
halation therapy veterinary 
Streptomycin-polymyxin in gel* Q] 

hydrostreptomycin-polymyxin i 

gel. 

Streptomycin sulfate-dihydrostreJ 
tomycin sulfate powder oral vet- 
erinary. I 

Streptomycin and para-aminoben-I 
zoic acid powder for Inhalation! 
therapy; dihydrostreptomycinl 
and para-aminobenzoic acidl 
powder for inhalation therapy | 
Streptomycin-polymyxin tablets*! 
dihydrostreptomycin - polymyxin! 

tablets. 

Streptomycin-neomycin for inha. I 
lation therapy veterinary; dihyJ 

drostreptomycin-neomycin fori 
inhalation therapy veterinary.! 
Dihydrostreptomycin - neomycin -| 
polymyxin aerosol solution yet-| 
erinary. 


Authority: §§ 146b.l01 to 146b.l33 issued! 
under sec. 507, 59 Stat. 463, as amended ! 
21U.S.C. 357. 1 


§ 146b. 101 Streptomycin sulfate, strep-1 
tomycin hydrochloride, streptomycin] 
phosphate, streptomycin trihydro-1 
chloride calcium chloride (strepto-| 
mycin calcium chloride complex). 


(a) Standards of identity, strength, 
quality, and purity. Streptomycin sul-| 
fate is the sulfate salt of a kind of strep¬ 
tomycin or a mixture of two or more such 
salts; streptomycin hydrochloride is the 
hydrochloride salt of a kind of strepto¬ 
mycin or a mixture of two or more such 
salts; streptomycin phosphate is the 
phosphate salt of a kind of streptomycin | 
or a mixture of two or more such salts; 
streptomycin trihydrochloride calcium I 
chloride is the double salt of a kind of 
streptomycin or a mixture of two or more 
such salts. Each such drug is so purified ] 
and dried that: 

(1) Its potency is not less than 650 
micrograms per milligram; 

(2) It Is sterile; 

(3) It is nontoxic; 

(4) It is non pyrogenic; 

(5) It contains no histamine or hista¬ 
mine-like substances; 

(6) Its moisture content is not more 
than 5.0 percent; 

(7) Its pH in aqueous solution of 0.2 
gram per millimeter is not less than 4.6 
and not more than 7.0. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition as 
will not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and 
distribution practice shall be disregarded. 
In case it is packaged for dispensing, 
it shall be in immediate containers of 
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niorless (unless It is intended solely for 
“"inary use) transparent glass closed 
f, substance through which a hypo- 
Lic needle may be introduced and 
ithdrawn without removing the closure 
“"destroying its effectiveness. Unless 
Ms intended solely for veterinary use 
nd is conspicuously so labeled, each 
wh container shall contain 0.5 gram, 
teram, 2.0 grams, 3.0 grams, 4.0 grams, 

• grams, or 10.0 grams, and each may 
•nackaged in combination with a con¬ 
fer of the solvent water for injection 
I S. P-, dextrose injection 5 percent 
T S P.' or physiological salt solution 
T S P 

( C j Labeling—( 1) It is packaged for 
mensing and it is intended for use by 
Z In addition to the labeling re- 
uirements prescribed by § 1.106(b) of 
his chapter (regulations issued under 
ection 502 (f) of the act), each package 
hall bear on its label or labeling, as 
lereinafter indicated, the following: 

(j> on the outside wrapper or con- 
ainer and the immediate container, the 

tatement, “Expiration date- ” 

he blank being filled in with the date 
hat is 48 months after the month dur- 
ng which the batch was certified, ex- 
:ept that the blank may be filled in with 
he date that is 60 months after the 
nonth during which the batch was certi- 
ied if the person who requests certifica- 
ion has submitted to the Commissioner 
esults of tests and assays showing that 
ifter having been stored for such a 
period of time such drug as prepared by 
him complies with the standards pre¬ 
scribed by paragraph (a) of this section. 

(ii) On the circular or other labeling 
within or attached to the package, if it 
is packaged for dispensing, the condi¬ 
tions under which such solutions should 
be stored, including the statement, 
"Sterile solutions may be stored at room 
temperature for 4 weeks without sig¬ 
nificant loss of potency/’ 

(2) It is packaged for dispensing and 
it is intended solely for veterinary use. 
Its label and labeling shall comply with 
all the requirements prescribed by sub- 
paragraph (1) of this paragraph, except 
that in lieu of the statement “Caution: 
Federal law prohibits dispensing without 
prescription,” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(3) It is packaged solely for manu-i 
facturing use and/or repacking. Each 
package shall bear on its outside wrap¬ 
per or container and the immediate con¬ 
tainer the following: 

(i) The potency per gram and the 
number of grams in the immediate 
container. 

(ii) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” • 

(iii) The statement “For manufactur¬ 
ing use,” “For repacking,” or “For manu¬ 
facturing use or repacking.” 

(iv) The information required by sub- 
Paragraph (1) (i) of this paragraph. 

(d) Request for certification, check 
tests and assays; samples. (1) In addi¬ 
tion to complying with the requirements 
°f § 146.2 of this chapter, a person 
wno requests certification of a batch 


shall submit with his request a state¬ 
ment showing the batch mark, the 
number of packages of each size in 
the batch, the number of grams in 
each package, and (unless it was pre¬ 
viously submitted) the date on which the 
latest assay of the drug comprising the 
batch was completed. Such request shall 
be accompanied or followed by the re¬ 
sults of tests and assays made by him 
on the batch for potency, sterility, tox¬ 
icity, pyrogens, histamine content, mois¬ 
ture, pH, and identity. If such batch or 
any part thereof is to be packaged with 
a solvent such request shall also be ac¬ 
companied by a statement that such 
solvent conforms to the requirements 
prescribed therefor by this section. 

(2) If such batch is packaged for dis¬ 
pensing, such person shall submit with 
his request an accurately representative 
sample of the batch, consisting of the 
following: 

(i) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but 
in no case less than 5 immediate 
containers. 

(ii) For sterility testing; 10 immedi¬ 
ate containers. 

Such sample shall be collected by taking 
single immediate containers at such in¬ 
tervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are 
approximately equal. 

(3) If such batch is packaged for re¬ 
packing or for use as an ingredient in 
the manufacture of another drug, such 
person shall submit with liis request an 
accurately representative sample of the 
batch, consisting of the following: 

(i) For all tests except sterility; 5 
packages. 

(ii) For sterility testing; 10 packages. 

Each such package shall contain approx¬ 
imately 0.5 gram taken from a different 
part of such batch, and each shall be 
packaged in accordance with the re¬ 
quirements of paragraph (b) of this 
section. 

(4) In connection with contemplated 
requests for certification of repackaged 
batches or batches of another drug in 
the manufacture of which it is to be used, 
the manufacturer of a batch which is to 
be so repacked or used may request the 
Commissioner to make check tests and 
assays on a sample of such batch taken 
as prescribed by subparagraph (3) of this 
paragraph. From the information re¬ 
quired by subparagraph (1) of this para¬ 
graph may be omitted results of tests 
and assays not required for the batch 
when used in such other drug. The Com¬ 
missioner shall report to such manufac¬ 
turer results of such check tests and 
assays as are so requested. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part 
shall be: 

(1) $10.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (2) (i), (3) 
(i), and (4) of this section; $10.00 for all 
samples submitted in accordance with 
paragraph (d) (2) (ii) and (3) (i) of this 
section. 


(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless 
such fee is covered by an advance 
deposit maintained in accordance with 
§ 146.8 (d) of this chapter. 

§ 146b. 102 Streptomycin ointment; di¬ 
hydrostreptomycin ointment. 

(a) Standards of identity, strength, 
quality, and purity. Streptomycin oint¬ 
ment and dihydrostreptomycin ointment 
are streptomycin or dihydrostreptomy¬ 
cin in a suitable and harmless ointment 
base, with or without suitable and harm¬ 
less dispersing and suspending agents 
and preservatives. Their potency is not 
less than 5,000 fig. per gram of ointment. 
The streptomycin used conforms to the 
requirements of § 146b.101 (a), except 
§ 146b.l01 (a) (2), (3), (4), (5), and (6). 
The dihydrostreptomycin used conforms 
to the requirements of § 146b.l03, except 
the standards for sterility, toxicity, pyro¬ 
gens, histamine, and moisture. Each 
other substance used, if its name is 
recognized iii the U. S. P. or N. F., con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

(b) Packaging. Streptomycin oint¬ 
ment and dihydrostreptomycin ointment 
shall be packaged in collapsible tubes 
which shall be well-6losed containers as 
defined by the U. S. P., and each such 
tube shall not be larger than the 2-ounce 
size, except if it is labeled solely for hos¬ 
pital use it may be packaged in imme¬ 
diate containers of glass which meet the 
test for tight containers as defined by 
the U. S. P. The composition of the 
immediate container and closure shall be 
such as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in appli¬ 
cable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. 

(c) Labeling—( 1) It is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on its outside wrapper or con¬ 
tainer and the immediate container the 

statement “Expiration date T - 

the blank being filled in with the date 
that is 24 months after the month during 
which the batch was certified. 

(2) It is packaged for dispensing and 
it is intended solely for veterinary use. 
Its label and labeling shall comply with 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription,” each package shall include 
information containing directions and 
warnings adequate for the veterinary 
use of the drug by the laity. 
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(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this 
chapter, a person who requests cer¬ 
tification of a batch of streptomy¬ 
cin ointment or dihydrostreptomycin 
ointment shall submit with his re¬ 
quest a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 
(unless it was previously submitted) the 
date on which the latest assay of the 
streptomycin used in making such batch 
was completed, the quantity of each 
ingredient used in making the batch, the 
date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted, and that each component of the 
ointment base used conforms to the re¬ 
quirements prescribed therefor, if any, 
by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
sample of: 

(i) The batch; potency. 

(ii) The streptomycin or dihydro¬ 
streptomycin used in making the batch; 
potency, pH, streptomycin content if it 
is dihydrostreptomycin, and crystallinity 
if it is crystalline dihydrostreptomycin 
sulfate. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
indicated, accurately representative sam¬ 
ples of the following: 

(i) The batch; one immediate con¬ 
tainer for each 5,000 immediate contain¬ 
ers in the batch, but in no case less than 
5 immediate containers unless each such 
container is packaged for hospital use 
and contains more than 2 ounces, in 
which case the sample shall consist of ap¬ 
proximately 1 ounce of ointment for each 
5,000 immediate containers in the batch, 
but in no case less than five 1-ounce por¬ 
tions. Such sample shall be collected by 
taking single immediate containers or 1- 
ounce portions at such intervals through¬ 
out the entire time of packaging the 
batch that the quantities packaged dur¬ 
ing the intervals are approximately 
equal. 

(ii) The streptomycin or dihydro¬ 
streptomycin used in making the batch; 

5 packages containing approximately 
equal portions of not less than 0.5 gram 
each, packaged in accordance with the 
requirements of § 146b.l01 (b). 

(iii) In case of an initial request for 
certification, the ingredients used in 
making the ointment base of the batch; 
one package of each containing approxi¬ 
mately 200 grams, except for the sus¬ 
pending and dispersing agents used, in 
which case the sample shall consist of 
approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required if 
such result or sample has been previously 
submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
streptomycin ointment or dihydrostrep¬ 


tomycin ointment under the regulations 
in this part shall be: 

(1) $4.00 for each package in the sam¬ 
ples submitted in accordance with para¬ 
graph (d) (3) (i), (ii), and (iii) of this 
section; and 

(2) If the Commissioner considers 
that investigations, other than examina ¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification, unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter. 

§ 146b.l03 Dihydrostrepto mycin sul¬ 
fate, crystalline dihydrostreptomycin 
sulfate, dihydrostreptomycin hydro¬ 
chloride. 

(a) Dihydrostreptomycin sulfate is 
the hydrogenated sulfate salt of a kind of 
streptomycin or a mixture of two or more 
such salts; crystalline dihydrostreptomy¬ 
cin sulfate is the hydrogenated crystal¬ 
line sulfate salt of a kind of streptomycin 
or a mixture of two or more such salts; 
dihydrostreptomycin hydrochloride is the 
hydrogenated hydrochloride salt of a 
kind of streptomycin or a mixture of 
two or more such salts. Each such drug 
conforms to all requirements prescribed 
by § 146b.101 for streptomycin sulfate 
and streptomycin hydrochloride, and is 
subject to all procedures prescribed by 
§ 146b.l01 for* streptomycin sulfate and 
streptomycin hydrochloride, except that: 

(1) Its potency is not less than 650 
micrograms per milligram, except that 
if it is crystalline dihydrostreptomycin 
sulfate its potency is not less than 725 
micrograms per milligram. 

(2) Its content of streptomycin sul¬ 
fate or streptomycin hydrochloride is 
not more than 3.0 percent when calcu¬ 
lated as streptomycin base, except that 
if it is crystalline dihydrostreptomycin 
sulfate its content of streptomycin sul¬ 
fate is not more than 1.0 percent. 

(b) If it is intended for human paren¬ 
teral use, in addition to the labeling 
prescribed for streptomycin sulfate by 
§ 146b.l01(c), its labeling shall bear, as 
hereinafter indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and on the immediate container 
the statement, “Warning: For use only 
in patients who cannot tolerate strep¬ 
tomycin.” 

(2) On the circular or other labeling 
within or attached to the package, warn¬ 
ings to the effect that: 

(i) Because of its potentiality for 
causing delayed deafness, dihydrostrep¬ 
tomycin should be administered only to 
patients having infections that are 
amenable to treatment with dihydro¬ 
streptomycin or streptomycin but for 
whom streptomycin is contraindicated. 

(ii) Severe auditory impairment has 
been reported following a total paren¬ 
teral dose of as little as 2 grams to 5 
grams of dihydrostreptomycin. The au¬ 
ditory damage, which is usually per¬ 
manent, may be delayed for a few weeks 
or up to several months. 


§ 146b. 104 Streptomycin tablets; di 

drostreptomycin tablets. 7 * jj 

(a) Standards of identity , strenq Jle 

quality , and purity. Streptomycin tab* * 
lets and dihydrostreptomycin tablets arfl - 
streptomycin or dihydrostreptomycifl # 
tableted with or without glucoronolac* ot 
tone, kaolin, or other suitable and harm® 51 
less absorbent ingredients, pectin anfl 
dried aluminum hydroxide gel, with M 
without bismuth glycolylarsanilate anfl 13 
one or more suitable sulfonamides anfl # 
with or without the addition of one ofl f 
more suitable and harmless diluent* 11 
binders, lubricants, colorings, and flavor* e: 
ings. If it is intended solely for veteri* p 
nary use and is conspicuously so labeled* ^ 
it may contain vitamin A. The potencfl * 
of each tablet is not less than 50 mill* 0 
grams. Its moisture content is not mor* 
than 10 percent. Tablets not exceedinfl p 
15 millimeters in diameter, or not in** 1 
tended only for preparing solutions, shafl ^ 
disintegrate within 1 hour. If the tab* $ 
lets are intended for human use, thfl d 
streptomycin or dihydrostreptomycifl n 
used conforms to the standards prefl 13 
scribed by § 146b.l01(a) or §146b.l03*E 
except the standards for sterility, pyrofl ! 
gens, and histamine content. If the tab* l 
lets are intended solely for veterinarfl! 
use, the streptomycin or dihydrostrepfl! 
tomycin used may conform to the stand* i 
ards prescribed by § 146b.114(a). EaclflJ 
other substance used, if its name is rec* t 
ognized in the U.S.P. or N.F., conform* £ 
to the standards prescribed therefor b* \ 
such official compendium. I 

(b) Packaging. In all cases the im-l < 

mediate container shall be a well closed* t 
container or a tight container as define* 
by the U. S. P. and it may contain a* s 
desiccant separated from the tablets by* ] 
a plug of cotton or other like material* ] 
The composition of the immediate con* 1 
tainer shall be such as will not cause any* 1 
change in the strength, quality, or purity* i 
of the contents beyond any limit therefor* 
in applicable standards, except that* 
minor changes so caused which ar* 
normal and unavoidable in good packag* 
ing, storage, and distribution practice* 
shall be disregarded. I 

(c) Labeling —(1) It is packaged foM 

dispensing and intended for use by manM 
In addition to the labeling requirements* 
prescribed by § 1.106(b) of this chap* 
ter (regulations issued under section* 
502(f) of the act), each package shal* 
bear on the outside wrapper or container* 
and the immediate container, as herein* 
after indicated, the following: I 

(i) The statement “Expiration date* 

-,” the blank being filled in* 

with the date that is 24 months after* 
the month during which the batch was* 
certified, except that the blank may be* 
filled in with the date that is 36 months* 
or 48 months after the month during* 
which the batch was certified if the per-* 
son who requests certification has sub-* 
mitted to the Commissioner results of* 
tests and assays showing that after hav-* 
ing been stored for such period of time* 
such drug as prepared by him complies* 
with the standards prescribed in para-* 
graph (a) of this section. [ 

(ii) If it contains, in addition to strep-* 
tomycin or dihydrostreptomycin, one or* 
more of the other active ingredients* 
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ecified in paragraph (a) of this sec¬ 
tion after the name “streptomycin tab- 
£ts” or “dihydrostroptomycin tablets," 
wherever it appears, the words “with 

f _(the blank being filled in with 

Se common or usual name of each such 
other ingredient)in juxtaposition with 
such name. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription," each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this 
chapter, a person who requests certifi¬ 
cation of a batch of streptomycin or 
dihydrostreptomycin tablets shall sub¬ 
mit with his request a statement show¬ 
ing the batch mark, the number of 
packages of each size in such batch, the 
batch mark and (unless it was previously 
submitted) the date on which the latest 
assay of the streptomycin or dihydro¬ 
streptomycin used in making such batch 
was completed, the potency of each tab¬ 
let, the quantity of each ingredient used 
in making the batch, the date on which 
the latest assay of the drug comprising 
such batch was completed, and a state¬ 
ment that each ingredient used in 
making the batch conforms to the re¬ 
quirements prescribed therefor, if any, 
by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
sample of: 

(i) The batch: Average potency per 
tablet, average moisture, and if required 
by paragraph (a) of this section, dis¬ 
integration time. 

(ii) The streptomycin or dihydrostrep¬ 
tomycin used in making the batch; 
potency, toxicity, moisture, pH, strepto¬ 
mycin content if it is dihydrostreptomy- 
cin, and crystallinity if it is crystalline 
dihydrostreptomycin sulfate. 

<3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
indicated, accurately representative sam¬ 
ples of the following: 

(i) The batch: 

(a) For potency and moisture: One 
tablet for each 5,000 tablets in the batch, 
but in no case less than 30 tablets, col¬ 
lected by taking single tablets through¬ 
out the entire time of tableting so that 
the quantities tableted during the in¬ 
tervals are approximately equal. 

(b) For d i s i n t e g r a t i o n time: 6 
tablets. 

(ii) The streptomycin or dihydro¬ 
streptomycin used in making the batch; 
five packages containing approximately 
equal portions of not less than 0.5 gram 
each, packaged in accordance with the 
requirements of § 146b.l01 (b). 


(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the service ren¬ 
dered with respect to each batch of strep¬ 
tomycin or dihydrostreptomycin tablets 
under the regulations in this part shall 
be: 

(1) $0.75 for each tablet in the sample 
submitted in accordance with paragraph 
(d)(3)(i)(a) of this section; $3.00 for 
all tablets submitted in accordance with 
paragraph (d) (3) (i) (b) of this section; 
$4.00 for each package in the samples 
submitted in accordance with paragraph 
(d) (3) (ii) and (iii) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such tablets and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification, unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146b. 105 Streptomycin for topical use; 

streptomycin with_(the blank 

being filled in with the name of the 
vehicle if a package combination) 
for topical use. 

(a) Standards of identity, strength, 
quality, and purity . Streptomycin for 
topical use conforms to all the require¬ 
ments prescribed by § 146b.101 (a) for 
streptomycin, and may be packaged in 
combination with a container of a suit¬ 
able and harmless vehicle. 

(b) Packaging. The immediate con¬ 
tainer of streptomycin for topical use 
shall be of colorless transparent glass so 
closed as to be a tight container as de¬ 
fined by the U. S. P., shall be sterile at 
the time of filling and closing, shall be 
so sealed that its contents cannot be 
used without destroying such seal, and 
shall be of such composition as will not 
cause any change in the strength, qual¬ 
ity, or purity of the contents beyond any 
limit therefor in applicable standards, 
except that minor changes so caused 
which are normal and unavoidable in 
good packaging, storage, and distribution 
practice shall be disregarded. Each 
such .container shall contain not less 
than 20 milligrams. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its outside label or labeling, as herein¬ 
after indicated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement, “Expiration date-,” 

the blank being filled in with the date 


that is 48 months after the month during 
which the batch was certified. 

(ii) If it is a packaged combination, on 
the immediate container of the vehicle 
in the combination, a statement giving 
the method of dissolving the streptomy¬ 
cin in the vehicle and the statement “The 
solution may be stored at room tempera¬ 
ture for 1 week without significant loss 
of potency." 

(2) It is packaged for dispensing and 
it is intended solely for veterinary use. 
Its label and labeling shall comply with 
all the requirements prescribed by sub- 
paragraph (1) of this paragraph, except 
that in lieu of the statement “Caution: 
Federal law prohibits dispensing with¬ 
out prescription," each package shall 
include information containing direc¬ 
tions and warnings adequate for the 
veterinary use of the drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the re¬ 
quirements of § 146.2 of this chap¬ 
ter, a person who requests certifica¬ 
tion of a batch of streptomycin for 
topical use shall submit with his re¬ 
quest a statement showing the batch 
mark, the number of packages of 
each size in such batch, the number of 
milligrams in each package, and (unless 
it was previously submitted) the date on 
which the latest assay of the drug com¬ 
prising the batch was completed. Such 
request shall be accompanied or followed 
by the results of tests and assays made by 
him on the batch for potency, sterility, 
toxicity, pyrogens, histamine content, 
moisture, and pH. If such batch,- or any 
part thereof, is to be packaged with a 
vehicle, such request shall be accom¬ 
panied by a statement that such vehicle 
conforms to the requirements prescribed 
therefor by this section. 

(2) Such person shall submit in con¬ 
nection with his request an accurately 
representative sample of the batch, con¬ 
sisting of the following: 

(i) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but 
in no case less than 50 immediate 
containers. 

(ii) For sterility testing; 10 immediate 
containers. 

Such samples shall be collected by tak¬ 
ing single immediate containers, before 
or after labeling, at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(3) In case of an initial request for 
the certification of a batch of strepto¬ 
mycin for topical use which is to be 
packaged in combination with a con¬ 
tainer of a vehicle, or when any change 
is made in the composition of such ve¬ 
hicle, such person shall submit in con¬ 
nection with his request five packages of 
the vehicle included in the combination. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $1.00 for each immediate con¬ 
tainer in the sample submitted in accord¬ 
ance with paragraph (d) (2) (i) of this 
section; $4.00 for each package in the 
sample submitted in accordance with 
paragraph (d)(3) of this section; $10.00 
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for all containers submitted in accord¬ 
ance with paragraph (d) (2) (ii )of this 
section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification, unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146b. 106 Streptomycin sulfate solu¬ 
tion ; diliydrostrcptomycin sulfate so¬ 
lution (crystalline dihydrostrepto¬ 
mycin sulfate solution). 

(a) Standards of identity, strength, 
quality, and purity. Streptomycin sul¬ 
fate solution is an aqueous solution of 
streptomycin sulfate. Dihydrostrepto¬ 
mycin sulfate solution is an aqueous so¬ 
lution of dihydrostreptomycin sulfate 
or crystalline dihydrostreptomycin sul¬ 
fate. Such solution conforms to all 
standards prescribed by § 146b.101 for 
streptomycin sulfate or § 146b.l03 for di¬ 
hydrostreptomycin sulfate or crystalline 
dihydrostreptomycin sulfate, except the 
limitation on moisture content, and ex¬ 
cept that: 

(1) Its potency is not less than 250 
milligrams per milliliter and not more 
than 500 milligrams per milliliter, un¬ 
less it is intended solely for veterinary 
use and is conspicuously so labeled. 

(2) It contains one or more suitable 
and harmless preservatives. 

(3) Its pH is not less than 5.0 and not 
more than 8.0. 

(4) It may contain one or more suit¬ 
able and harmless buffer substances and 
stabilizing agents. 

(b) Packaging . In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition as 
will not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and 
distribution practice shall be disregarded. 
In case it is packaged for dispensing it 
shall be in immediate containers of 
colorless (unless it is intended solely for 
veterinary use) transparent glass closed 
by a substance through which a hypo¬ 
dermic needle may be introduced and 
withdrawn without removing the closure 
or destroying its effectiveness, unless it is 
packaged to contain a single dose. Each 
such container shall contain not less 
than 1.0 milliliter and not more than 50 
milliliters, unless it is intended solely for 
veterinary use and is conspicuously so 
labeled. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
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of the act), each package shall bear on 
its label or labeling, as hereinafter indi¬ 
cated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(a) The statement, “Expiration date 

—--,” the blank being filled in 

with the date that is 12 months after the 
month during which the batch was cer¬ 
tified except that the blank may be filled 
in with the date that is 18 months, 24 
months, 36 months, 48 months, or 60 
months after the month during which 
the batch was certified if the person who 
requests certification has submitted to 
the Commissioner results of tests and 
assays showing that after having been 
stored for such time period such drug as 
prepared by him complies with the 
standards prescribed by paragraph (a) 
of this section. 

(b) If it is dihydrostreptomycin sul¬ 
fate solution, the statement, “Warning — 
For use only in patients who cannot tol¬ 
erate streptomycin.” 

(ii) On the outside wrapper or con¬ 
tainer the statement, “Store in refrig¬ 
erator not above 15° C. (59° F.)” or 
“Store below 15° C. (59° F.),” unless the 
person who requests certification has 
submitted to the Commissioner results 
of tests and assays showing that such 
drug as prepared by him complies with 
the standards prescribed by paragraph 
(a) of this section after having been 
stored at room temperature. 

(iii) On the circular or other labeling 
within or attached to the package, if it 
is dihydrostreptomycin sulfate solution 
and it is intended for parenteral use, 
warnings containing information to the 
effect that: 

(a) Because of the potentiality for 
causing delayed deafness, dihydrostrep¬ 
tomycin should be administered only to 
patients having infections that are 
amenable to treatment with dihydro¬ 
streptomycin or streptomycin, but for 
whom streptomycin is contraindicated. 

(b) Severe auditory impairment has 
been reported following a total paren¬ 
teral dose of as little as 2 grams to 5 
grams of dihydrostreptomycin. The 
auditory damage, which is usually per¬ 
manent, may be delayed for a few weeks 
or up to several months. 

(2) It is packaged for dispensing and 
it is intended solely for veterinary use. 

.Its label and labeling shall comply with 
all the requirements prescribed by sub- 
paragraph (1) (i) (a) and (ii) of this 
paragraph except that in lieu of the 
statement, “Caution: Federal law pro¬ 
hibits dispensing without prescription,” 
each package shall include information 
containing directions and warnings ade¬ 
quate for the veterinary use of the drug 
by the laity. 

(3) It is packaged for manufacturing 
use and/or repacking. Each package 
shall bear on its outside wrapper or con¬ 
tainer and the immediate container the 
following: 

(i) The number of milligrams in each 
milliliter and the number of milliliters 
in the immediate container. 

(ii) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 


(iii) The statement “For manufactur 1 
ing use,” “For repacking,” or “For manii'' 
facturing use or repacking.” 

(iv) The inf ormation required by sub 

paragraph (1) (i) (a) and (1) (ii) 0 f thk 
paragraph. 

(d) Request for certification, check 
tests and assays; samples. (1) in addi¬ 
tion to complying with the requirements 
of § 146.2 of this chapter, a person 
who requests certification of a batch 
shall submit with his request a state¬ 
ment showing the batch mark, the 
number of packages of each size in 
the batch, the number of milligrams 
or grams dissolved in each of such 
packages, the date on which the latest 
assay of the drug comprising such 
batch was completed, and if it is crys¬ 
talline dihydrostreptomycin sulfate so¬ 
lution, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the crystalline dihy¬ 
drostreptomycin sulfate used in making 
such batch was completed. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency, sterility, tox¬ 
icity, pyrogens, histamine content, pH, 
and streptomycin content, if it is dihy¬ 
drostreptomycin sulfate or crystalline 
dihydrostreptomycin sulfate. 

(ii) The streptomycin sulfate or dihy¬ 
drostreptomycin sulfate used in making 
the batch; potency on dry basis and 
crystallinity if it is crystalline dihydro¬ 
streptomycin sulfate. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch, if packaged for dis¬ 
pensing: 

(a) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but in 
no case less than 5 immediate containers. 

(b) For sterility testing; 10 immedi¬ 
ate containers. 

Such samples shall be collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The batch, if packaged for re¬ 
packing or for use in the manufacture 
of another drug: 

(a) For all tests except sterility; 5 
packages. 

(b) For sterility testing; 10 packages. 
Each such package shall contain ap¬ 
proximately 2 milliliters taken from a 
different part of such batch, and each 
shall be packaged in accordance with the 
requirements of paragraph (b) of this 
section. 

(iii) The streptomycin or dihydro - 
streptomycin used in making the batch; 
one immediate container, unless it is 
crystalline dihydrostreptomycin, in 
which case the sample shall consist of 
three immediate containers. Each im- 
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Lpdiate container shall contain approxi¬ 
mately 0 5 gram of the dried drug pack¬ 
ed in accordance with the requirements 
T$ 146 b.101(b). If the streptomycin or 
■rfhvdrostreptomycin used in making the 
li*tch is a solution of the drug, the per- 
who requests certification shall dry a 
Efficient quantity of such solution for 
■Lency testing on the dry basis. 

I (iv) In case of an initial request for 
■certification, each other ingredient used 
|L making the batch; one package of 
leach containing approximately 5 grams. 

1 (4) No result referred to in subpara- 
leraph (2) (ii> of this paragraph, and no 
■sample referred to in subparagraph (3) 
|(iii) of this paragraph, is required ii 
|such result or sample has been previously 

■submitted. 

(5) In connection with contemplated 
-requests for certification of repackaged 
■batches or batches of another drug in 
■the manufacture of which it is to be 
lused, the manufacturer of the batch 
Iwhich is to be so repacked* or used may 
.equest the Commissioner to make check 
Rests and assays on a sample of such 
■batch, taken as prescribed by subpara- 
|graph (3) (ii) of this paragraph. From 
■the information required by subpara- 
lgraph (2) (i) of this paragraph may be 
■omitted results of tests and assays not 
■required for the batch when used in such 
■other drug. The Commissioner shall re- 
Iport to such manufacturer results of 
Isuch check tests and assays as are so 
■requested. 

I (e) Fees. The fee for the services 
Rendered with regard to each batch un- 
Ider the regulations in this part shall be: 

I (1) $10.00 for each immediate con- 
Itainer in the samples submitted in ac- 
Icordance with paragraph (d) (3) (i) 
1(a), (ii) (a), and (5) of this section; 

1 $4.00 for each package in the sample 
I submitted in accordance with paragraph 
1(d)(3) (iii) and (iv) of this section; 

| $10.00 for all containers submitted in 
■ accordance with paragraph (d) (3) (i) (b) 

I of this section; $10.00 for all containers 
I submitted in accordance with paragraph 
| (d) (3) (ii) (b) of this section. 

(2) If the Commissioner considers 
I that investigations, other than exami- 
I nation of such immediate containers, 

I are necessary to determine whether or 
I not such batch complies with the 
I requirements of § 146.3 of this chapter 
I for the issuance of a certificate, the cost 
I of such investigations. 

[The fee prescribed by subparagraph 
Id) of this paragraph shall accompany 
I the request for certification unless such 
I fee is covered by an advance de¬ 
posit maintained in accordance with 
J 1 146.8 (d) of this chapter. 

[§ 146b.l07 Streptomycin-poly my x in¬ 
bacitracin tablets. 

(a) Standards of identity , strength , 
| quality, and purity. Streptomycin-poly - 
| myxin-bacitraci:i tablets are tablets 
[composed of streptomycin, polymyxin B, 
and bacitracin, with or without the ad- 
I dition of one or more suitable and harm- 
buffer substances, diluents, binders, 
lubricants, colorings, and flavorings. 
The potency of each tablet is not less 
I than 250 milligrams of streptomycin, 
0,000 units of polymyxin B, and 5,000 


units of bacitracin. Its moisture con¬ 
tent is not more than 3 percent. Tab¬ 
lets not exceeding 15 millimeters in di¬ 
ameter, or not intended only for prepar¬ 
ing solutions, shall disintegrate within 
1 hour. The streptomycin used con¬ 
forms to the standards prescribed there¬ 
for by § 146b.l01(a), except § 146b.l01 
(a) (2), (4), and (5). The polymyxin 
used is produced by the growth of Bacil¬ 
lus polymyxa, has a potency of not less 
than 3,800 units per milligram, and is 
nontoxic. The bacitracin used conforms 
to the standards prescribed therefor by 
§ 146e.401 (a) of this chapter, except 
§ 146e.401 (a) (2), (4), and (8). Each 
other substance used, if its name is rec¬ 
ognized in the U. S. P. or N. F., conforms 
to the standards prescribed therefor by 
such official compendium. 

(b) Packaging. Unless each tablet is 
enclosed in a foil or plastic film and such 
enclosure is a tight container as defined 
by the U. S. P., except the provision that 
it shall be capable of tight reclosure, the 
immediate container shall be a tight 
container as so defined. The immediate 
container may also contain a desiccant 
separated from the tablets by a plug of 
cotton or other like material. The com¬ 
position of the immediate container, or 
of the foil or film enclosure, shall be such 
as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
the outside wrapper or container and 
the immediate container the statement, 

“Expiration date_,” the blank 

being filled in with the date that is 18 
months after the month during which 
the batch was certified. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except 
that in lieu of the statement “Caution: 
Federal law prohibits dispensing with¬ 
out prescription,” each package shall 
include information containing direc¬ 
tions and warnings adequate for the 
veterinary use of the drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chap¬ 
ter, a person who requests certifica¬ 
tion of a batch of streptomycin-poly¬ 
myxin-bacitracin tablets shall submit 
with his request a statement show¬ 
ing the batch mark, the number of 
packages of each size in such batch, 
the batch mark and (unless they 
were previously submitted) the dates on 
which the latest assays of the strepto¬ 
mycin, polymyxin, and bacitracin used 
in making such batch were completed, 
the potency of each tablet, the quantity 
of each ingredient used in making the 
batch, the date on which the latest assay 


of the drug comprising such batch was 
completed, and a statement that each 
ingredient used in making the batch 
conforms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: Average potency per 
tablet, average moisture, and if required 
by paragraph (a) of this section, disinte¬ 
gration time. 

(ii) The streptomycin used in making 
the batch; potency, toxicity, moisture, 
and pH. 

(iii) The polymyxin used in making 
the batch; potency and toxicity. 

(iv) The bacitracin used in making 
the batch; potency, toxicity, moisture, 
and pH. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch: 

(a) For potency and moisture: One 
tablet for each 5,000 tablets in the batch, 
but in no case less than 30 tablets, col¬ 
lected by taking single tablets through¬ 
out the entire time of tableting so that 
the quantities tableted during the inter¬ 
vals are approximately equal. 

(b) For disintegration time: 6 tablets. 

(ii) The streptomycin used in making 
the batch; five packages containing ap¬ 
proximately equal portions of not less 
than 0.5 gram each, packaged in accord¬ 
ance with the requirements of § 146b.101 
(b). 

(iii) The polymyxin used in making 
the batch; five packages, each contain¬ 
ing approximately equal portions of not 
less than 0.5 gram. 

(iv) The bacitracin used in making 
the batch; six packages, each containing 
approximately equal portions of not less 
than 0.5 gram, packaged in accordance 
with the requirements of § 146e.401 (b) 
of this chapter. 

(v) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each, containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii), (iii), and (iv) of this 
paragraph, and no sample referred to in 
subparagraph (3) (ii), (iii), and (iv) of 
this paragraph, is required if such result 
or sample has been previously submitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch of 
streptomycin-polymyxin-bacitracin tab¬ 
lets under the regulations in this part 
shall be: 

(1) $1.00 for each tablet in the sample 
submitted in accordance with paragraph 
(d) (3) (i) (a) of this section; $3.00 for 
all tablets submitted in accordance with 
paragraph (d) (3) (i) (b) of this section; 
$4.00 for each package in the samples 
submitted in accordance with paragraph 
(d)(3) (ii), (iii), (iv), and (v) of this 
section. 

(2) If the Commissioner considers 
that investigations, other than examina- 
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tion of such tablets and packages are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter. 

§ 146b. 108 Streptomycin syrup; strep¬ 
tomycin in gel (streptomycin oral 
suspension); dihydrostreptomycin 
syrup; dihydrostreptomycin in gel 
(dihydrostreptomycin oral suspen¬ 
sion). 

(a) Standards of identity, strength, 
quality, and purity. Streptomycin syrup 
and dihydrostreptomycin syrup are 
streptomycin or dihydrostreptomycin 
dissolved in a suitable and harmless dil¬ 
uent that contains one or more suitable 
and harmless preservatives. Streptomy¬ 
cin in gel and dihydrostreptomycin in gel 
are streptomycin or dihydrostreptomycin 
dissolved or suspended in a suitable and 
harmless gel base that contains a suit¬ 
able and harmless adsorbent and one or 
more suitable and harmless preserva¬ 
tives. Each such drug may contain one 
or more suitable and harmless suspend¬ 
ing or dispersing agents, flavorings, 
pectin, bismuth glycolylarsanilate, bis¬ 
muth magma, or bismuth subcarbonate, 
suitable mineral salts, procaine hydro¬ 
chloride, a suitable antispasmodic agent, 
and one or more suitable sulfonamides. 
Its potency is not less than 10 milligrams 
per milliliter. The streptomycin used 
conforms to the standards prescribed 
therefor by § 146b.l01 (a), except sub- 
paragraphs (2), (4), (5), and (6) of that 
paragraph. The dihydrostreptomycin 
used conforms to the standards pre¬ 
scribed therefor by § 146b.l03 except the 
standards for sterility, pyrogens, mois¬ 
ture, and histamine content. Each other 
substance used, if its name is recognized 
in the U. S. P. or N. F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging . In all cases the im¬ 
mediate container shall be glass, so 
closed as to be a tight container as de¬ 
fined by the U. S. P. and of such compo¬ 
sition that will not cause any change in 
the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. 

(c) Labeling—(1) it is packaged for 
dispensiiig and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label and labeling, as hereinafter 
indicated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement, “Expiration date_ 

the blank being filled in with the date 
that is 18 months after the month during 
which the batch was certified, except 
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that the blank may be filled in with the 
date that is 24 months or 36 months 
after the month during which the batch 
was certified if the person who requests 
certification has submitted to the Com¬ 
missioner results of tests and assays 
showing that after having been stored 
for such period of time such drug as 
prepared by him complies with the 
standards prescribed by paragraph (a) 
of this section. 

(ii) If it contains, in addition to strep¬ 
tomycin or dihydrostreptomycin, one or 
more of the other active ingredients 
specified in paragraph (a) of this sec¬ 
tion, after the name “streptomycin 
syrup,” “streptomycin in gel,” “dihydro¬ 
streptomycin syrup,” or “dihydrostrep¬ 
tomycin in gel,” wherever such name ap¬ 
pears, the words “with_(the 

blank being filled in with the common or 
usual name of each such other ingre¬ 
dient) in juxtaposition with such name. 

(2) It is packaged for dispensing and 
intended solely for veterinary use . Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph except that 
in lieu of the statement, “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription,” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples. 

(1) In addition to complying with the 
requirements of § 146.2 of this chap¬ 
ter, a person who requests certifica¬ 
tion of a batch shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark 
and (unless it was previously sub¬ 
mitted) the date on which the latest 
assay of the streptomycin or dihydro¬ 
streptomycin used in making the batch 
was completed, the potency per milliliter 
of the batch, the quantity of each in¬ 
gredient used in making the batch, the 
date on which the latest assay compris¬ 
ing such batch was completed, and a 
statement that each ingredient used in 
making the batch conforms to the re¬ 
quirements prescribed therefor, if any, 
by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch; average potency per 
milliliter. 

(ii) The streptomycin or dihydro¬ 
streptomycin used in making the batch; 
potency, toxicity, pH, streptomycin con¬ 
tent if it is dihydrostreptomycin, and 
crystallinity if it is crystalline dihydro¬ 
streptomycin. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch; one immediate con¬ 
tainer for each 5,000 immediate con¬ 
tainers in the batch, but in no case less 
than 5 immediate containers, collected 


by taking single immediate contains 
such intervals throughout the m 
time of packaging the batch that 
quantities packaged during the iL 
vals are approximately equal 

(ii) The streptomycin or dihvi 
streptomycin used in making the bat 
five packages containing approxima 
equal portions of not less than 0 5 i 
each packaged in accordance with 
requirements of § 146b.l0l (b). 

(iii) In case of an initial request 
certification, each other ingredient 
in making the batch; one packa^ 
each containing approximately 5 gri 

(4) No result referred to in sul 
agraph (2) (ii) of this paragraph a 
no sample referred to in subparagra, 

(3) (ii) of this paragraph, is requir 
if such result or sample has been m 
viously submitted. 

(e) Fees . The fee for the servici 
rendered with respect to each batch ui 
der the regulations in this part shall b( 

( 1 ) $4.00 for each package in the san 

pies submitted in accordance with pan 
graph (d) (3) (i), (ii), and (iii) ofth 
section; and 

(2) If the Commissioner considei 
that investigations other than examixu 
tions of such packages are necessary 1 
determine whether or not such batc_. 
complies with the requirements ol 
§ 146.3 of this chapter for the issuanfl 
of a certificate, the cost of such invest! 
gations. 




The fee prescribed by subparagraph (1 
of this paragraph shall accompany th 
request for certification unless such fe 
is covered by an advance deposit main 
tained in accordance with § 146.8 (d) 
this chapter. 


§ 146b. 109 Streptomycin-bacitracin-pol; 
myxin gauze pads. 


(a) Standards of identity, strengtl 
quality, and purity. Streptomycin-bac 
tracin-polymyxin gauze pads are absorb 
ent gauze that is impregnated wit 
streptomycin, bacitracin, and polymyxi 
B. Each square inch of such pad sha 
contain not less than 1 milligram 0 
streptomycin, 50 units of bacitracin, an 
1,000 units of polymyxin B. It is sterili 
Its moisture content is not more than 
percent. The streptomycin used con 
forms to the standards prescribed there 
for by § 146b.l01(a), except subpara 
graphs (2), (4), and (5) of that para 
graph. The bacitracin used conforms t< 
the standards prescribed therefor b 
§ 146e.401(a), except § 146e.401(a) (2) 
(4), and (8). The polymyxin used con 
forms to the standards prescribed there 
for by § 146b.107 (a). The absorben 
gauze used conforms to the standard 
prescribed therefor by the U. S. P. 

(b) Packaging. Unless it is intends 
solely for hospital use, and is conspic¬ 
uously so labeled, each streptomycin 
bacitracin-polymyxin gauze pad shall be 
packaged individually. In all cases the 
immediate container shall be of sucb 
composition as will not cause any changi 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minoi 
changes so caused which are normal and 
unavoidable in good packaging, storage 
and distribution practice shall be disre¬ 
garded. 
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tr) Labeling. Each package shall bear 
label or labeling, as hereinafter 
Seated, the following: 

■( 1 ) On the outside wrapper or con¬ 
tainer and the immediate container: 

(i) The batch mark; 

Oi) The number of milligrams of 
streptomycin in each pad of the batch; 

(iii) The number of units of bacitracin 
in each pad of the batch, 

(iv) The number of units of poly- 
nivxin B in each pad of the batch; 

rrvio lpnffth width, and tyi 
e 


(v) The length, width, and type of 
gauze contained in the pad; and 

(vi) The statement “Expiration date 
_the blank being filled in 

witiTthe date which is 12 months after 
lie month during which the batch was 
certified, except that the blank may be 
llled in with the date which is 24 months 
liter the month during which the batch 
ws certified if the person who requests 
certification has submitted to the Com¬ 
missioner results of tests and assays 
showing that after having been stored 
for such period of time such drug as 
prepared by him complies with the 
standards prescribed by paragraph (a) 
of this section: Provided, however, That 
such expiration date may be omitted 
:rom the immediate container if such 
immediate container is packaged in an 
individual wrapper or container. 

(2) On the immediate container, the 
statement “Sterility of the pad cannot 
be guaranteed if the package bears evi¬ 
dence of damage or has been previously 
opened/* 

(3) On the circular or other label- 
g within or attached to the package, 

directions and precautions adequate for 
the use of such pads. 

(d) Request for certification; samples. 
(1) In addition to complying with re¬ 
quirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch of streptomycin-bacitracin-poly¬ 
myxin gauze pads shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch marks and 
(unless they were previously submitted) 
the dates on which the latest assays of 
the streptomycin, bacitracin, and poly¬ 
myxin used in making such batch were 
completed, the potency of each pad in 
batch, the quantity of each ingredi¬ 
ent used in making the batch, the date on 
which the latest assay of the drug com¬ 
prising such batch was completed, and a 
statement that the absorbent gauze used 
in making the batch conforms to the re¬ 
quirements prescribed therefor by this 
section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; average potency of 
streptomycin, bacitracin, and polymyxin 
Per pad, sterility, and average moisture. 

(ii) The streptomycin used in making 
the batch; potency, toxicity, moisture, 
PH, and ash content. 

(iii) The bacitracin used in making 
the batch; potency, toxicity, moisture, 
and pH. 

(iv) The polymyxin used in making 
the batch; potency and toxicity. 
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(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
pad for each 5,000 pads in the batch, but 
in no case less than 30 pads. 

(b) For sterility testing; 10 pads. 

Such samples shall be collected by tak¬ 
ing single pads at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The streptomycin used in making 
the batch; six packages, each containing 
approximately equal portions of not less 
than 0.5 gram, packaged in accordance 
with the requirements of § 146b.l01 (b). 

(iii) The bacitracin used in making 
the batch; six packages, each containing 
approximately equal portions of not less 
than 0.5 gram, packaged in accordance 
with the requirements of § 146e.401 (b) 
of this chapter. 

(iv) The polymyxin used in making 
the batch; five packages, each contain¬ 
ing approximately equal portions of not 
less than 0.5 gram. 

(v) In case of an initial request for 
certification, one package consisting of 
approximately 5 linear yards, or the 
equivalent, of the absorbent gauze used. 

(4) No result referred to in subpara¬ 
graph (2) (ii), (iii), and (iv) of this 
paragraph, and no sample referred to in 
subparagraph (3) (ii), (iii), and (iv) 
of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) $1.00 for each pad in the sample 
submitted in accordance with paragraph 
(d) (3) (i) (a) of this section; $4.00 for 
each package in the samples submitted 
in accordance with paragraph (d) (3) 
(ii), (iii), (iv), and (v) of this section; 
$10.00 for all containers submitted in 
accordance with paragraph (d) (3) (i) 
(b) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such pads and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146b. 110 Streptomycin otic with anti¬ 
fungal agent; streptomycin otic with 

-; dihydrostreptomycin Qtic 

with antifungal agent; dihydrostrep¬ 
tomycin otic with - (the 

blank being filled in with the com¬ 
mon or usual name of the anti¬ 
fungal agent). 

(a) Standards of identity, strength, 
quality, and purity. Streptomycin otic 


with antifungal agent or dihydrostrepto¬ 
mycin otic with antifungal agent is 
streptomycin or dihydrostreptomycin 
and one or more suitable antifungal 
agents and buffer substances, with or 
without one or more suitable and harm¬ 
less preservatives, dissolved or suspended 
in a suitable and harmless vehicle. Its 
potency is not less than 2.5 milligrams 
per milliliter. Its pH is not less than 4.8 
and not more than 6.0. The streptomy¬ 
cin used conforms to the standards pre¬ 
scribed therefor by § 146b.l01(a), except 
§ 146b.l01(a) (2), (3), (4), (5), and (6). 
The dihydrostreptomycin used conforms 
to the standards prescribed therefor by 
§ 146b.l03 (a), except the standards for 
sterility, pyrogens, toxicity, histamine, 
and moisture. Each other substance 
used, if its name is recognized in the 
U.S.P. or N.F., conforms to the standards 
prescribed therefor by such official com¬ 
pendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be glass, so 
closed as to be a tight container as de¬ 
fined by the U. S. P., and of such com¬ 
position as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. 

(c) Labeling —(1) It is packaged for 

dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package will bear on 
the outside wrapper or container and the 
immediate container the statement “Ex¬ 
piration date _,” the blank 

being filled in with the date that is 24 
months after the month during which 
the batch was certified, except that the 
blank may be filled in with the date that 
is 36 months after the month during 
which the batch was certified if the per¬ 
son who requests certification has sub¬ 
mitted to the Commissioner results of 
tests and assays showing that such drug 
as prepared by him is stable for such 
period of time. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph except that 
in lieu of the statement, “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the streptomycin or 
dihydrostreptomycin used in making the 
batch was completed, the potency per 
milliliter of the batch, the date on which 
the latest assay of the drug comprising 
such batch was completed, the quantity 
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of each ingredient used in making the 
batch, and a statement that each such 
ingredient conforms to the requirements 
prescribed therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; average potency per 
milliliter, pH. 

(ii) The streptomycin or dihydro- 
streptomycin used in making the batch; 
potency, pH, streptomycin content if it 
is dihydrostreptomycin, and crystallinity 
if it is crystalline dihydrostreptomycin 
sulfate. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch; one immediate con¬ 
tainer for each 5,000 immediate con¬ 
tainers in the batch, but in no case less 
than 5 immediate containers, collected 
by taking single immediate containers at 
such intervals throughout the entire 
time of packaging the batch that the 
quantities packaged during the intervals 
are approximately equal. 

(ii) The streptomycin or dihydro¬ 
streptomycin used in making the batch; 
6 packages, each containing approxi¬ 
mately equal portions of not less than 
0.5 gram, packaged in accordance with 
the requirements of § 146b.l01 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; 1 package of each 
containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees . The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each package in the sam¬ 
ples submitted in accordance with para¬ 
graph (d) (3) (i), (ii), and (iii) of this 
section. 

(2) If the Commissioner considers 
that investigations, other than exami¬ 
nation of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146b.lll Streptomycin-kaolin-peclin- 
aluminum hydroxide gel powder vet¬ 
erinary ; dihydrostreptomycin-kaolin- 
pectin-aluminum hydroxide gel pow¬ 
der veterinary. 

(a) Standards of identity , strength, 
quality , and purity . Streptomycin- 
kaolin-pectin-aluminum hydroxide gel 


powder veterinary and dihydrostrepto¬ 
mycin-kaolin-pectin aluminum hydrox¬ 
ide gel powder veterinary are strepto¬ 
mycin or dihydrostreptomycin, kaolin, 
pectin, and dried aluminum hydroxide 
gel, with or without the addition of one 
or more suitable and harmless diluents, 
colorings, and flavorings. Its content of 
streptomycin or dihydrostreptomycin is 
not less than 37.5 milligrams per gram of 
powder. Its moisture content is not 
more than 10 percent. The streptomycin 
used conforms to the standards pre¬ 
scribed therefor by § 146b.l01 (a), except 
§ 146b.101 (a) (2), (4), and (5). The 
dihydrostreptomycin used conforms to 
the standards prescribed therefor by 
§ 146b. 103, except the standards for 
sterility, pyrogens, and histamine con¬ 
tent. Each other substance used, if its 
name is recognized in the U. S. P. or N. F., 
conforms to the standards prescribed 
therefor by such official compendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. The 
composition of the immediate container 
shall be such as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limits there¬ 
for in applicable standards, except that 
minor changes so caused which are nor¬ 
mal and unavoidable in good packaging, 
storage, and distribution practice shall 
be disregarded. 

(c) Labeling. Each package shall 
bear, on its label or labeling as herein¬ 
after indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark. 

(ii) The number of milligrams of 
streptomycin or dihydrostreptomycin 
per gram in the immediate containers. 

(iii) The quantity of kaolin, pectin, 
and aluminum hydroxide per gram in 
the immediate container. 

(iv) The statement “Expiration date 

-,” the blank being filled in 

with the date which is 12 months after 
the month during which the batch was 
certified, except that the blank may 
be filled in with the date which is 
24 months, 36 months, or 48 months 
after the month in which the batch was 
certified if the person who requests 
certification has submitted to the Com¬ 
missioner results of tests and assays 
showing that after having been stored 
for such period of time such drug as 
prepared by him complies with the 
standards prescribed by paragraph (a) 
of this section. 

(v) The statement “For veterinary 
use only.” 

(2) On the circular or other labeling 
within or attached to the package, direc¬ 
tions and precautions adequate for the 
use of such powder, including: 

(i) Clinical indications. 

(ii) Dosage and administration. 

(iii) Contraindications. 

(iv) Untoward effects that may ac¬ 
company administration. 

If two or more such immediate contain¬ 
ers are in such package, the number of 
circulars or other labeling shall not be 
less than the number of such containers. 

(d) Request for certification; samples . 
(1) In addition to complying with the 
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requirements of § 146.2 of this chan 
ter, a person who requests certificate 
of a batch shall submit with his request 
statement showing the batch mark tl 
number of packages of each size in sue 
batch, the batch mark and (unless 
was previously submitted) the date o 
which the latest assay of the streptomj 
cin or dihydrostreptomycin used inmak 
ing such batch was completed, th 
potency per gram of powder, the quan 
tity of each ingredient used in makin 
the batch, the date on which the late 
assay of the drug comprising such bate 
was completed, and a statement tiu 
each ingredient used in making the bate 
conforms to the requirements prescribe 
therefor, if any, by this section. 

(2) Except as otherwise provided 
subparagraph (4) of this paragrap 
such person shall submit in connectio 
with his request results of the tests an 
assays listed after each of the followinj 
made by him on an accurately repre 
sentative sample of: 

(i) The batch; average potency pe 
gram of powder and average moisture. 

(ii) The streptomycin or dihydro 
streptomycin used in making the batch 
potency, toxicity, moisture, pH, streptq 
mycin content if it is dihydrostreptomy 
cin, and crystallinity if it is crystallin 
dihydrostreptomycin sulfate. 

(3) Except as otherwise provided h 
subparagraph (4) of this paragraph 
such person shall submit in connectioi 
with his request, in the quantities here 
inafter indicated, accurately represent 
ative samples of the following: 

(i) The batch; one immediate con 
tainer for each 5,000 containers in th| 
batch, but in no case less than 20 sucl 
containers, unless each such container 
packaged to contain more than 1.0 grai 
in which case the sample shall consi 
of 1.0 gram for each 5,000 immediatl 
containers in the batch, but in no caa 
less than 20 grams. Such samples shd 
be collected by taking single immediate 
containers or 1.0-gram portions at sue 
intervals throughout the entire time thj 
containers are being filled that the quad 
tities packaged during the intervals arj 
approximately equal. 

(ii) The streptomycin or dihydrq 
streptomycin used in making the batch 
5 packages containing approximatelj 
equal portions of not less than 0.5 gran 
each, packaged in accordance with thi 
requirements of § 146b.l01 (b). 

(iii) In case of an initial request foa 
certification, each other ingredient usei 
in making the batch; one package o: 
each containing approximately 
grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and n( 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if sucl 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the service rend 
ered with respect to each batch unde: 
the regulations in this part shall be: 

(1) $1.00 for each immediate con 
tainer in the sample submitted in ac 
cordance with paragraph (d) (3) (i) o 
this section; $4.00 for each package n 
the samples submitted in accordant 
with paragraph (d) (3) (ii) and (iii) 
this section. 
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i ,v T f Commissioner considers that 
Utiffftttons, other than examination 
Uh immediate containers, are neces- 
Uto determine whether or not such 
r h complies with the requirements of 
r fi o 0 f this chapter for the issuance 
[$ certificate, the cost of such investi- 


L #ee prescribed by subparagraph (1) 
fthis paragraph shall accompany the 
kest for certification, unless such fee 
fLpred by an adyance deposit main- 
ined in accordance with § 146.8(d) of 
is chapter. 

1 146b. 112 Streptomycin for inhalation 
therapy; dihydrostreptomycin for in¬ 
halation therapy. 

1(a) Standards of identity, strength, 
dlity and purity . Streptomycin for 
halation therapy and dihydrostrepto- 
vcin for inhalation therapy are strep- 
pmycin or dihydrostreptomycin, with or 
hthout one or more suitable and harm- 
iss diluents. If it is intended for human 
se.the streptomycin or dihydrostrepto- 
ivcin used conforms to the standards 
Pescribedby § 146b.1Q1 (a) or § 146b.l03, 
kcept the standards for sterility and 
bogens, and except that if it is pack¬ 
aged with inert gases its moisture, con- 
B nt is not more than 0.5 percent. If it is 
itended solely for veterinary use, the 
treptomycin or dihydrostreptomycin 
;ed may conform to the standards pre- 
iribed by § 146b.ll4(a), except that if 
s packaged with inert gases its mois- 
e content is not more than 0.5 percent. 
«ch other substance used, if its name 
irecognized in the U. S. P. or N. F., con- 
rms to the standards prescribed there- 
r by such official compendium. 

(b) Packaging. The immediate Con¬ 
ner of streptomycin for inhalation 
lerapy and dihydrostreptomycin for 
halation therapy shall be a tight con¬ 
fer as defined by the U. S. P.; its 

me shall be one through which a 
lodermic needle cannot be intro- 
.ied; and the container shall be of 
ich composition as will not cause any 
ange in the strength, quality, or purity 
the contents beyond any limit there- 
r in applicable standards, except that 
inor changes so caused which are nor- 
al and unavoidable in good packaging, 
jrage, and distribution practice shall 
disregarded. Each such container 
all contain not less than 50 milligrams, 
id may contain one or more suitable 
id harmless inert gases or each may 
packaged in combination with a con- 
iner of a suitable and harmless 
lvent. 

(c) Labeling —(1) It is packaged for 
yensing and intended for use "by man. 
addition to the labeling requirements 
escribed by § 1.106(b) of this chapter 
"gulations issued under section 502(f) 
the act), each package shall bear on 
e outside wrapper or container and the 
mediate container, as hereinafter in- 
iated, the following: 

(i) The statement “Expiration date 

-—.” the blank being filled in 

th the date that is 24 months, if it is 
ckaged with inert gases, or 48 months 
&r the month during which the batch 
■s certified; except that if it is pack¬ 
ed with inert gases the blank may be 
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filled in with the date that is 36 months 
after the month during which the batch 
was certified if the person who requests 
certification has submitted to the Com¬ 
missioner results of tests and assays 
showing that after having been stored 
for such period of time such drug as pre¬ 
pared by him complies with the stand¬ 
ards prescribed by paragraph (a) of this 
section. 

(ii) The statement " Warning— Not for 
injection.*' 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription,” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch of streptomycin for inhalation 
therapy or dihydrostreptomycin for in¬ 
halation therapy shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size in the batch, the number of milli¬ 
grams in each package, and (unless it 
was previously submitted) the date on 
which the latest assay of the drug com¬ 
prising such batch was completed. Such 
request shall be accompanied or followed 
by the results of tests and assays made 
by him on the batch for potency and 
moisture if the streptomycin or dihydro¬ 
streptomycin has been previously sub¬ 
mitted, or for potency, toxicity, moisture, 
pH histamine content (unless it is in¬ 
tended solely for veterinary use), strep¬ 
tomycin content if it is dihydrostrep¬ 
tomycin, and crystallinity if it is 
crystalline dihydrostreptomycin, if the 
streptomycin or dihydrostreptomycin 
has not been previously submitted. If 
such batch, or any part thereof, is to be 
packaged in combination with a con¬ 
tainer of a solvent, such request shall 
also be accompanied by a statement that 
such solvent conforms to the require¬ 
ments prescribed therefor by this section. 

(2) Such person shall submit with his 
request accurately representative sam¬ 
ples of the following: 

(i) The batch: 

(a) If the streptomycin or dihydro¬ 
streptomycin used has been previously 
submitted: One immediate container for 
each 5,000 immediate containers in the 
batch, but in no case less than 5 imme¬ 
diate containers, or if it is packaged 
with inert gases not less than 7 immedi¬ 
ate containers. 

(b) If the streptomycin or dihydro¬ 
streptomycin used has not been previ¬ 
ously submitted: One immediate con¬ 
tainer for each 5,000 immediate 
containers in the batch, but in no case 
less than 12 immediate containers. 


Such sample shall be collected by taking 
single immediate containers at such in¬ 
tervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 
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(ii) If it is packaged with inert gases 
and the streptomycin or dihydrostrepto¬ 
mycin used has not been previously sub¬ 
mitted; 5 packages containing approxi¬ 
mately equal portions of not less than 
0.5 gram each, packaged in accordance 
with the requirements of § 146b.l01 (b). 

(iii) in case of an initial request for 
the certification of a batch which is to be 
packaged in combination with a solvent 
which is not recognized by the U. S. P., 
or when any change is made in the com¬ 
position of such solvent, five packages of 
the solvent included in the combination. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate container 
in the samples submitted in accordance 
with paragraph (d) (2) (i) and (ii) of 
this section. 

(2) If the Commissioner considers that 
investigations other than examination 
of such immediate containers are neces¬ 
sary to determine whether or not such 
batch complies with the requirements of 
§ 146.3 of this chapter for the issuance 
of a certificate, the cost of such inves¬ 
tigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

(f) Exemption of streptomycin for in¬ 
halation therapy and dihydrostrepto¬ 
mycin for inhalation therapy for 
veterinary use from certification. Strep¬ 
tomycin for inhalation therapy and 
dihydrostreptomycin for inhalation 
therapy that conform to the require¬ 
ments of paragraphs (a), (b), and (c) 
of this section shall be exempt from the 
requirements of section 502 (1) and 507 
of the act, if they comply with all the 
following conditions: 

(1) They are intended solely for vet¬ 
erinary use and are conspicuously so 
labeled. 

(2) The labels bear an expiration date 
that is not more than 48 months after 
the month during which the batch was 
last assayed and released by the manu¬ 
facturer, except that such date is not 
more than 36 months if it is packaged 
with inert gases. 

(3) The circular or other labeling 
within or attached to the package bears 
information that the antibiotics are for 
use only in the prevention or treatment 
of chronic respiratory disease (air-sac 
infection) in chickens and bears direc¬ 
tions and warnings adequate for such 
use. 

§ 146b.113 Dihydrostreptomycin-strepto- 
mycin sulfates. 

(a) Standards of identity , strength , 
quality, and purity. Dihydrostreptomy¬ 
cin-streptomycin sulfates is a mixture of 
equal parts of dihydrostreptomycin sul¬ 
fate and streptomycin sulfate. It is so 
purified and dried that: 

(1) It is sterile. 

(2) It is nontoxic. 

(3) It is nonpyrogenic. 

(4) It contains no histamine or hista¬ 
mine like substance. 

(5) Its moisture content is not more 
than 5 percent. 
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(6) Its pH in an aqueous solution con¬ 
taining 0.1 gram of dihydrostreptomycin 
and 0.1 gram of streptomycin per milli¬ 
liter is not less than 4.5 and not more 
than 7.0. 

The dihydrostreptomycin sulfate used 
conforms to the standards prescribed by 
§ 146b.103, except the standards for 
streptomycin content. The streptomycin 
sulfate used conforms to the standards 
prescribed by § 146b.101 (a). 

(b) Packaging. It shall be packaged 
in accordance with the requirements 
prescribed by § 146b.l01 (b), except that 
in case it is packaged for dispensing each 
immediate container shall contain not 
less than 0.5 gram of dihydrcstreptomy- 
cin and 0.5 gram of streptomycin or 
multiples of each such salt up to and 
including 5.0 grams of dihydrostrepto¬ 
mycin and 5.0 grams of streptomycin. 

(c) Labeling. It shall be labeled in 
accordance with the requirements pre¬ 
scribed by § 146b.l01(c), except that each 
package shall bear on the outside 
wrapper or container and the immediate 
container the number of grams of di- 
hydrostreptomycin, the number of grams 
of streptomycin, and the total number 
of grams of both salts in the immediate 
container. If it is intended for human 
parenteral use, its labeling shall also 
bear, as hereinafter indicated, the 
following: 

(1) On the outside wrapper or con¬ 
tainer and on the immediate container, 
“Warning: For use only in the treat¬ 
ment of tuberculosis in patients who 
cannot tolerate full doses of strepto¬ 
mycin.” 

(2) On the circular or other labeling 
within or attached to the package, warn¬ 
ings to the effect that: 

(i) Because of dihydrostreptomycin’s 
potentiality for causing delayed deaf¬ 
ness, this drug should be administered 
only to patients having tuberculosis that 
is amenable to treatment with dihydro- 
streptomycin or streptomycin but who 
cannot tolerate full doses of strepto¬ 
mycin. 

(ii) Severe auditory impairment has 
been reported following a total paren¬ 
teral dose of as little as 2 grams to 5 
grams of dihydrostreptomycin. The 
auditory damage, which is usually per¬ 
manent, may be delayed for a few weeks 
or up to several months. 

(d) Bequest for certification; samples . 
(1) In addition to complying with the re¬ 
quirements of § 146.2 of this chapter, 
a person who requests certification of 
a batch shall submit with his request 
a statement showing the batch mark, 
the number of packages of each size 
in such batch, the batch marks, and 
(unless they were previously submitted) 
the dates on which the latest assays 
of the dihydrostreptomycin and strep¬ 
tomycin used in making the batch were 
completed, the content of dihydro¬ 
streptomycin and streptomycin in each 
container, and the date on which the 
latest assay of the drug comprising such 
batch was completed. If such batch or 
any part thereof is to be packaged with 
a solvent, such request shall also be ac¬ 
companied by a statement that such sol¬ 
vent conforms to the requirements de¬ 
scribed therefor by this section. 


(2) Except as otherwise provided by 
subparagraph (5) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following made 
by him on an accurately representative 
sample of: 

(i) The batch; content of dihydro¬ 
streptomycin and streptomycin, sterility, 
toxicity, pyrogens, histamine content, 
moisture, and pH. 

(ii) The dihydrostreptomycin and 
streptomycin used in making the batch; 
potency, and if crystalline dihydro¬ 
streptomycin is used, crystallinity. 

(3) Except as otherwise provided by 
subparagraph (5) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in the batch but in 
no case less than 6 immediate containers. 

(b) For sterility testing: 10 immedia- 
ate containers. 

Such samples shall be collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The dihydrostreptomycin used in 
making the batch; 3 packages, each con¬ 
taining approximately equal portions of 
not less than 0.5 gram, packaged in ac¬ 
cordance with the requirements of 
§ 146b.101 (b). 

(iii) The streptomycin used in mak¬ 
ing the batch; three packages containing 
approximately 0.5 gram packaged in 
accordance with the requirements of 
§ I46b.l01 (b). 

(4) If such batch is packaged for re¬ 
packing, such person shall submit with 
his request a sample consisting of the 
following: 

(i) For all tests except sterility: 6 
packages. 

(ii) For sterility testing: 10 packages. 
Each such package shall contain not less 
than 0.5 gram of dihydrostreptomycin 
and 0.5 gram of streptomycin taken from 
different parts of such batch, and each 
shall be packaged in accordance with the 
requirements of § 146b.l01 (b). 

(5) No result referred to in subpara¬ 
graph (2) of this paragraph, and no 
sample referred to in subparagraphs (3) 
(ii) and (iii) of this paragraph, is re¬ 
quired if such result or sample has been 
previously submitted. 

(e) Fees . The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) $10.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i) (a) 
and (4) (i) of this section; $4.00 for each 
sample submitted in accordance with 
paragraph (d) (3) (ii) and (iii) of this 
section; $10.00 for all containers sub¬ 
mitted in accordance with paragraph 
(d) (3) (i) (b) and 4(ii) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 


necessary to determine whether ux 
such batch complies with the reai 
ments of § 146.3 of this chapter u 
suance of a certificate, the cost of 
investigations. 


or n| 


fori 


su<f 


The fee prescribed by subparagraph .. 
of this paragraph shall accompany ti 
request for certification unless such f 
is covered by an advance deposit mail 
tained in accordance with § 146 8(d) 
this chapter. 


§ 146b.ll4 Streptomycin sulfate vetei 
nary; dihydrostreptomycin sul 
veterinary; dihydrostreplomycin 
drochloride veterinary. 


"ulfaK 


a 


I 


drug I 


.0 


i base. 


coi 


(a) Standards of identity , strengi 
quality, and purity. Streptomycin si 
fate veterinary is the sulfate salt < 
kind of streptomycin or a mixture of 
or more such salts. Dihydrostreptoi.. 
cin sulfate veterinary and dihydrostrej 
tomycin hydrochloride veterinary 
the hydrogenated sulfate or hydrociuj 
ride salt of a kind of streptomycin or 
mixture of two or more such salts. E 
such drug may contain a suitable 
harmless lubricant. Each such 
so purified and dried that: 

(1) Its potency is not less than 4{ 
micrograms per milligram. 

(2) It is nontoxic. 

(3) Its moisture content is not mi 
than 14.0 percent. 

(4) Its pH in aqueous solution of 
gram per milliliter is not less than 
and not more than 7.0. 

(5) If it is dihydrostreptomycin si 
fate veterinary or dihydrostreptomyi 
hydrochloride veterinary, its content 
streptomycin is not more than 5 perci 
when calculated as streptomycin 

(b) Packaging . In all cases the 
mediate containers shall be tight 
tainers as defined by the U. S. P. 
composition of the immediate contai] 
shall be such as will not cause any chai 
in the strength, quality, or purity of 
contents beyond any limit therefor 
applicable standards, except that mi: 
changes so caused which are normal 
unavoidable in good packaging, storai 
and distribution practice shall be di 
regarded. 

(c) Labeling . Each package sh! 
bear on its outside wrapper or containj 
and the immediate container: 

(1) The batch mark. 

(2) The number of milligrams 
streptomycin or dihydrostreptomyi 
per gram and the number of grams 
the drug in the immediate containej 
and if the batch contains a lubricant, tr 
name of such ingredient. 

(3) The statement “Expiratii 

date_” the blank being fill 

in with the date which is 36 montl 
after the month during which the bate! 
was certified, except that the blank ml 
be filled in with the date that is f 
months after the month during whi“ 
the batch was certified if the person wJ 
requests certification has submitted ■ 
the Commissioner results of tests ai^ 
assays showing that after having bei 
stored for such period of time such dri 
as prepared by him complies with ti 
standards prescribed by paragraph (a) <f 
this section. 


of I a: 


' til 


ofl 


)fl 
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( 4 ) The statement “For use only in 
ie manufacture of nonsterile veterinary 

ucs/* 

(d ) Request for certification; samples . 
1 ) In addition to complying with the 
leauirements of § 146.2 of this chapter, 
a person who requests certification of a 
jatch shall submit with his request a 

itement showing the batch mark, the 
ber of packages of each size in the 
jatch, the number of milligrams of 
streptomycin or dihydrostreptomycin 
gram, and the total number of grams 
rf streptomycin or dihydrostreptomycin 
each package. Such request shall be 
„jmpanied or followed by the results 
rf tests and assays made by him on the 
)atch for potency, toxicity, moisture, 
)H, and streptomycin content if it is 
lihydrostreptomycin. 

(2) Such person shall submit with his 
[uest an accurately representative 
aple of the batch, consisting of 6 
•kages each containing approximately 
j gram taken from a different part of 
luch batch, and each shall be packaged 
accordance with the requirements of 
laragraph (b) of this section. 

(e) Fees . The fee for the services 
rendered with respect to each batch 

er the regulations in this part shall 

(1) $4.00 for each immediate con¬ 
tainer in the sample submitted in ac- 
jordance with paragraph (d) (2) of this 
section. 

(2) If the Commissioner considers 
,t investigations, other than the ex- 
lination of such immediate containers, 

necessary to determine whether or 
such batch complies with the re- 
ements of § 146.3 of this chapter for 
issuance of a certificate, the cost of 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
covered by an advance deposit main¬ 
lined in accordance with § 146.8 (d) of 
his chapter. 

146b.115 Streptomycin sulfate pow¬ 
der oral veterinary; streptomycin sul¬ 
fate granules oral veterinary; dihy- 
drostreptomycin sulfate powder oral 
veterinary; dihydrostreptomycin sul¬ 
fate granules oral veterinary; dihy- 
drostreptomycin hydrochloride pow¬ 
der oral veterinary; dihydrostrepto- 
mycin hydrochloride granules oral 
veterinary. 

(a) Standards of identity ; strength, 
Witty, and purity. Streptomycin sul- 
ate powder oral veterinary, streptomy¬ 
cin sulfate granules oral veterinary, di- 
lydrostreptomycin sulfate powder oral 
eterinary, dihydrostreptomycin sulfate 
iranules oral veterinary, dihydrostrep- 
omycin hydrochloride powder oral vet¬ 
erinary, and dihydrostreptomycin hy- 
irochloride granules oral veterinary are 
itreptomycin sulfate veterinary, dihy- 
Jjrostreptomycin sulfate veterinary, or 
‘hydrostreptomycin hydrochloride vet¬ 
erinary, with or without one or more 
stable and harmless diluents and sta¬ 
bilizing agents and with or without one 
)r more suitable sulfonamides. Its po- 
^ncy is not less than 3.75 grams per 
Mind. Its moisture content is not more 


FEDERAL REGISTER 

than 7.0 percent. The streptomycin or 
dihydrostreptomycin used conforms to 
the standards prescribed by § 146b.ll4 
(a). Each other ingredient used, if its 
name is recognized in the U.S.P. or N.F., 
conforms to the standards prescribed 
therefor by such official compendium. 

(b) Packaging . In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P. The 
composition of the immediate contain¬ 
ers shall be such as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limit there¬ 
for in applicable standards, except that 
minor changes so caused which are nor¬ 
mal and unavoidable in good packaging, 
storage, and distribution practice shall 
be disregarded. 

(c) Labeling. Each package shall 
bear on its label or labeling as herein¬ 
after indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark. 

(ii) The number of milligrams of 
streptomycin or dihydrostreptomycin per 
gram and the number of grams in the 
immediate container. 

(iii) If it contains one or more sul¬ 
fonamides, the name and quantity of 
each such ingredient. 

(iv) The statement “Expiration date, 

_,” the blank being filled in 

with the date that is 12 months (if its 
potency is less than 150 grams per 
pound) or 36 months (if its potency is 
150 grams or more per pound) after the 
month during which the batch was cer¬ 
tified, except that if the person who 
requests certification has submitted to 
the Commissioner results of tests and 
assays that show that such drug as pre¬ 
pared by him is stable for 24 months, 36 
months, or 48 months, such date may be 
used for such drug. 

(v) The statement “For oral veteri¬ 
nary use only.” 

(vi) The statement “For manufactur¬ 
ing use,” “For repacking,” or “For manu¬ 
facturing use or repacking,” when pack¬ 
aged for repacking or for use as an 
ingredient in the manufacture of another 
drug, as the case may be. 

(2) On the label and labeling, if it 
contains one or more sulfonamides, after 
the name “streptomycin sulfate powder 
oral veterinary,” “streptomycin sulfate 
granules oral veterinary,” “dihydro¬ 
streptomycin sulfate powder oral veteri¬ 
nary,” “dihydrostreptomycin sulfate 
granules oral veterinary,” “dihydrostrep¬ 
tomycin hydrochloride powder oral 
veterinary,” or “dihydrostreptomycin 
hydrochloride granules oral veterinary,” 
wherever such name appears, the words 
“with sulfonamide(s),” in juxtaposition 
with such name. 

(3) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions and warnings for the 
veterinary use of such drug by the laity. 
Such circular or other labeling may also 
bear a statement that a bronchure or 
other printed matter containing infor¬ 
mation for other veterinary uses of such 
drug by a veterinarian licensed by law to 
administer it will be sent to such veteri¬ 
narian on request. 


(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chap¬ 
ter, a person who requests certifica¬ 
tion of a batch shall submit with his 
request a statement showing the batch 
mark, the number of packages of 
each size in such batch, the batch 
mark and (unless it was previously sub¬ 
mitted) the date on which the latest 
assay of the streptomycin or dihydro¬ 
streptomycin used in making such batch 
was completed, the quantity of each in¬ 
gredient used in making the batch, the 
date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted, and a statement that each other 
ingredient used conforms to the require¬ 
ments prescribed therefor, if any, by this 
section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency and moisture. 

(ii) The streptomycin or dihydro¬ 
streptomycin used in making the batch; 
potency, toxicity, moisture, pH, and 
streptomycin content if it is dihydro¬ 
streptomycin. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities herein¬ 
after indicated, accurately representative 
samples of the following: 

(i) The batch; one immediate con¬ 
tainer for each 5,000 immediate con¬ 
tainers in the batch, but in no case less 
than 5 immediate containers, unless 
each such container is packaged to con¬ 
tain more than 15 grams, in which case 
the sample shall consist of 15 grams for 
each 5,000 immediate containers in the 
batch, but in no case less than five 15- 
gram portions. Such samples shall be 
collected by taking single immediate 
containers or 15-gram portions at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The streptomycin or dihydro¬ 
streptomycin used in making the batch; 
6 packages containing approximately 
equal portions of not less than 1.0 gram 
each, packaged in accordance with the 
requirements of § 146b.ll4 (b). 

(iii) In case of an initial request for 
certification, the other ingredients used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees . The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i), 
(ii), and (iii) of this section; and 

(2) If the Commissioner considers 
that investigations other than the exami- 
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nation of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

(f) Exemption of streptomycin sul¬ 
fate powder oral veterinary, streptomy¬ 
cin sulfate granules oral veterinary ; di¬ 
hydrostreptomycin sulfate powder oral 
veterinary, dihydrostreptomycin sulfate 
granules oral veterinary , dihydrostrep¬ 
tomycin hydrochloride powder oral 
veterinary, and dihydrostreptomycin 
hydrochloride granules oral veterinary 
from certification . Streptomycin sul¬ 
fate powder oral veterinary, streptomy¬ 
cin sulfate granules oral veterinary, 
dihydrostreptomycin sulfate powder oral 
veterinary, dihydrostreptomycin sulfate 
granules oral veterinary, dihydrostrep¬ 
tomycin hydrochloride powder oral vet¬ 
erinary, and dihydrostreptomycin hy¬ 
drochloride granules oral veterinary that 
conform to the requirements of para¬ 
graphs (a) (except that they may con¬ 
tain one or more essential vitamin and 
mineral substances for nutritive pur¬ 
poses) , (b), and (c) of this section shall 
be exempt from the requirements of sec¬ 
tions 502 (1) and 507 of the act, if they 
comply with all the following condi¬ 
tions: 

(1) The labels bear an expiration date 
that is not more than 48 months after 
the month during which the batch was 
last assayed and released by the manu¬ 
facturer. 

(2) If they contain added vitamins 
or minerals, the labels bear the name 
and quantity of each such substance 
and a statement that such substances are 
present only for furnishing additional 
vitamins and minerals while animals are 
eating less feed. 

(3) The labels bear a statement that 
solutions prepared with the drugs are 
stable for not more than 24 hours. 

(4) The circular or other labeling 
within or attached to the package bears 
information that only the antibiotics 
are intended for the prevention or treat¬ 
ment of the following conditions, and 
further, bears directions and warnings 
adequate for such use: 

(i) Bacterial enteritis in swine. 

(ii) Bacterial calf scours. 

(iii) Chronic respiratory disease (air- 
sac infection) in chickens. 

(iv) Blue comb (mud fever, nonspe¬ 
cific infectious enteritis) in poultry. 

§ 14*6b.ll6 Streptonicozid sulfate. 

(a) Standards of identity, strength, 
quality, and purity. Streptonicozid sul¬ 
fate is the crystalline sulfate compound 
of streptomycin and isonicotinic acid 
hydrazide. It is so purified and dried 
that: 

(1) It contains not less than the 
equivalent of 583 micrograms of strep¬ 
tomycin per milligram and its isonico¬ 
tinic acid hydrazide equivalent content 
is not less than 13.75 percent. 


(2) It is sterile. 

(3) It is nontoxic. 

(4) It is nonpyrogenic. 

(5) It contains no histamine nor his¬ 
tamine-like substance. 

(6) Its moisture content is not more 
than 5 percent. 

(7) Its pH in an aqueous solution con¬ 
taining the equivalent of 0.2 gram of 
streptomycin per milliliter is not less 
than 4.5 and not more than 7.5. 

(8) Its absorptivity (1%, 1 cm.) is 
not less than 150 at 260 millimicrons. 

The streptomycin used conforms to the 
requirements of § 146b.l01 (a). The iso¬ 
nicotinic acid hydrazide used has a pur¬ 
ity of not less than 98 percent and it has 
a melting point of not less than 169° C. 
and not more than 172° C. 

(b) Packaging. It shall be packaged 
in accordance with the requirements of 
§ 146b.101 (b), except that each imme¬ 
diate container shall contain the equiva¬ 
lent of not less than 1.0 gram of strepto¬ 
mycin. 

(c) Labeling. In addition to the la¬ 
beling requirements of § 146b.l01(c) (1), 
each package shall bear on the outside 
wrapper or container and the immediate 
container the number of grams of equiv¬ 
alent streptomycin activity, the equiva¬ 
lent number of grams of isonicotinic 
acid hydrazide, and the number of grams 
of streptonicozid sulfate in the immedi¬ 
ate container. 

(d) Request for certification, check 
tests and assays; samples. (1) In addi¬ 
tion to complying with the requirements 
of § 146.2 of this chapter, a person 
who requests certification of a batch 
shall submit with his request a state¬ 
ment showing the batch mark, the 
number of packages of each size in 
the batch, the number of grams of 
streptomycin, isonicotinic acid hydra¬ 
zide, and streptonicozid sulfate in each 
package and (unless it was previously 
submitted) the date on which the latest 
assay of the drug comprising such batch 
was completed. Such request shall be 
accompanied or followed by the results 
of tests and assays made by him on the 
batch for potency, sterility, toxicity, py¬ 
rogens, histamine content, moisture, pH, 
crystallinity, and absorptivity. If such 
batch or any part thereof is to be pack¬ 
aged with a solvent, such request shall 
also be accompanied by a statement that 
such solvent conforms to the require¬ 
ments prescribed therefor by this section. 

(2) If such batch is packaged for dis¬ 
pensing, such person shall submit in con¬ 
nection with his request an accurately 
representative sample of the batch, con¬ 
sisting of the following: 

(i) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but 
in no case less than six immediate con¬ 
tainers. 

(ii) For sterility testing; 10 immediate 
containers. 

Such sample shall be collected by taking 
single immediate containers at such in¬ 
tervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(3) If such batch is packaged for re¬ 
packing or for use in the manufacture 


of another drug, such person shall sub 
mit with his request an accurately reorp 
sentative sample of the batch, consist!™ 
of the following: 

(i) For all tests except sterility s t 

packages, each containing the equi va 
lent of approximately 1 gram of streotn 
mycin activity. y Q ' 

(ii) For sterility testing; 10 packages 
each containing the equivalent of an 
proximately 0.5 gram of streptomvch 
activity. 

Each such package shall be taken from 
a different part of such batch, and eacl 
shall be packaged in accordance witl 
the requirements of paragraph (b) oi 
this section. 

(4) In connection with contemplate! 
requests for certification of repackage! 
batches or batches of another drug ii 
the manufacture of which it is to be used 
the manufacturer of the batch which ii 
to be so repacked or used may reques 
the Commissioner to make check test 
and assays on a sample of such batch 
taken as prescribed by subparagraph ( 3 ) 
of this paragraph. From the informa¬ 
tion required by subparagraph (1) oi 
this paragraph may be omitted test! 
and results of assays not required foi 
the batch when used in such other drug, 
The Commissioner shall report to suet 
manufacturer results of such check 
tests and assays as are so requested. 

(e) Fees. The fee for the service! 
rendered with respect to each batch 
under the regulations in this part shal 
be: 

(1) $10.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (2) (i) 
(3) (i), and (4) of this section; $10.0( 
for all containers submitted in accord¬ 
ance with paragraph (d) (2) (ii) anc 
3(ii) of this section. 

(2) If the Commissioner consider! 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146b.ll7 Dihydrostreptomycin-streplo- 
mycin sulfates solution. 

(a) Standards of identity, strength, 
quality, and purity. Dihydrostrcptomy- 
cin-streptomycin sulfates solution is an 
aqueous solution of dihydrostreptomy¬ 
cin-streptomycin sulfates. Such solu¬ 
tion conforms to all standards prescribed 
by § 146b.ll3(a) for dihydrostreptomy¬ 
cin-streptomycin sulfates, except the 
limitation on moisture content, and 
except that: 

(1) Each milliliter shall contain not 
less than 200 milligrams each of dihy¬ 
drostreptomycin and streptomycin and 
not more than 250 milligrams each of 
dihydrostreptomycin and streptomycin, 
unless it is intended solely for veterinary 
use and is conspicuously so labeled. 
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(2) It may contain suitable and harm- 
cs buffer substances, preservatives, and 
ibilizing agents. Each other sub- 
ance used, if its name is recognized in 
u S. P. or N. F., conforms to the 
andards prescribed therefor by such 
Bcial compendium. 

Its pH is not less than 5.0 and not 
ore than 7.5. 

(b) Packaging. It shall be packaged 
accordance with the requirements of 


146b.To6 (b). 
(c) Labeling. 


It shall be labeled in 
jcordance with the requirements of 
146 b.106(c), except that: 

(1) In lieu of the statement required 
. the outside wrapper or container and 
e immediate container by § 146b.l06 
)(1) (i) (b), if it is intended for human 
irenteral use it shall bear the statement 
Varning: For use only in the treatment 

tuberculosis in patients who cannot 
lerate full doses of streptomycin.” 

(2) In lieu of the statements required 
146b. 106(c) (1) (iii) (a) and (b), 

ie circular or other labeling within or 




•d- 

l 

ia- 


i 

tached to the package shall bear warn- 
gs to the effect that: 

(i) Because of dihydrostreptomycin’s 
Dtentiality for causing delayed deaf- 

this drug should be administered 
tly to patients having tuberculosis that 
amenable to treatment with dihydro- 
reptoinycin or streptomycin but who 
innot tolerate full doses of strepto- 
ycin. 

(ii) Severe auditory impairment has 
een reported following total parenteral 

of as little as 2 grams to 5 grams of 
ihydrostreptomycin. The auditory 
amage, which is usually permanent, 
lay be delayed for a few weeks or up to 
mal months. 

(d) Request for certification; samples. 
addition to complying with the re¬ 
tirements of § 146b.ll3 (d), a person 
ho requests certification of a batch 
lall submit in connection with his in- 
ial request one package containing ap- 
oximately 5.0 grams of each other in- 
redient used in making the batch. 

(e) Fees. The fee for the services 
endered with respect to each batch un- 
t the regulations in this part shall be 

same as those prescribed by 
146b.113 (e), except that the fee for 
ch immediate container in the sample 
other ingredients required by para- 
aph (d) of this section shall be $4.00. 

146b. 118 Streptomycin-penicillin-sul- 

fonumide with kaolin and pectin; di- 
Imlrostreptomycin-pemcillin-sulfon- 
amide with kaolin and pectin. 

(a) Standards of identity, strength, 
lolity, and purity. Streptomycin-peni. 
Hin-sulfonamide with kaolin and pectin 
id dihydrostreptomycin-penicillin-sul- 
namide with kaolin and pectin are dry 
lixtures of streptomycin sulfate or 
ihydrostreptomycin sulfate, crystalline 
micillin G (sodium or potassium), 
ne or more suitable sulfonamides, kao- 
and pectin, with or without bismuth 
ibcarbonate and with or without one 
more suitable and harmless preserva- 
ves, colorings, and flavorings. Its 
LOisture content is not more than 2 per- 
mt. The pH of a suspension prepared 
directed in its labeling is not less than 
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5.5 and not more than 7.5. The strepto¬ 
mycin used conforms to the standards 
prescribed by § 146b.l01 (a), except 
§ 146b.101 (a) (2), (4), and (5). The 
dihydrostreptomycin used conforms to 
the standards prescribed by § 146b.l03, 
except the standards for sterility, pyro¬ 
gens, and histamine content. The crys¬ 
talline penicillin G used conforms to the 
standards prescribed therefor by 
§ 146a.24 (a) of this chapter, except 
§ 146a.24 (a) (2) and (4). Each other 
substance used, if its name is recognized 
in the U. S. P. or N. F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging . In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. and shall 
contain not less than 1.0 gram of strepto¬ 
mycin or dihydrostreptomycin and not 
less than 1,200,000 units of penicillin. 
The composition of the immediate con¬ 
tainer shall be such as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limit there¬ 
for in applicable standards, except that 
minor changes so caused which are nor¬ 
mal and unavoidable in good pack¬ 
aging, storage, and distribution practice 
shall be disregarded. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label or labeling, as hereinafter indi¬ 
cated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date-,” 

the blank being filled in with the date 
that is 24 months after the month dur¬ 
ing which the batch was certified. 

(ii) On the immediate container, di¬ 
rections for preparing the suspension 
and the statement, “Suspension may be 
kept in refrigerator for 1 week without 
significant loss of potency.” 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription,” each package shall in¬ 
clude information containing directions 
and warnings adequate for the veteri¬ 
nary use of the drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark, 
the number of packages of each size 
in such batch, the batch marks and 
(unless they were previously submitted) 
the dates on which the latest assays 
of the streptomycin or dihydrostrep¬ 
tomycin and penicillin used in mak¬ 
ing such batch were completed, the 
number of grams of streptomycin or 
dihydrostreptomycin and the number of 
units of penicillin in the immediate con¬ 
tainer, the quantity of each ingredient 
used in making the batch, the date on 
which the latest assay of the drug com¬ 
prising such batch was completed, and 


a statement that each ingredient used in 
making the batch conforms to the re¬ 
quirements prescribed therefor by this 
section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; content of strepto¬ 
mycin or dihydrostreptomycin, content 
of penicillin, moisture, and pH. 

(ii) The streptomycin or dihydro- 
streptomycin used in making the batch; 
potency, toxicity, moisture, pH, strepto¬ 
mycin content if it is dihydrostreptomy¬ 
cin, and crystallinity if it is crystalline 
dihydrostreptomycin. 

(iii) The penicillin used in making the 
batch; potency, toxicity, moisture, pH, 
crystallinity, heat stability, and penicil¬ 
lin G content. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch; one immediate con¬ 
tainer for each 5,000 immediate contain¬ 
ers in the batch, but in no case less than 
6 immediate containers, collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time the 
containers are being filled that the quan¬ 
tities packaged during the intervals are 
approximately equal. 

(ii) The streptomycin or dihydrostrep¬ 
tomycin used in making the batch; 5 
packages, containing approximately 
equal portions of not less than 0.5 gram 
each, packaged in accordance with the 
requirements of § 146b.l01 (b). 

(iii) The penicillin used in making 
the batch; 10 packages, containing ap¬ 
proximately equal portions of not less 
than 60, milligrams each, packaged in 
accordance with the requirements of 
§ 146a.24 (b). 

(iv) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each, containing approximately 5.0 
grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) and (iii) of this para¬ 
graph, and no sample referred to in 
subparagraph (3) (ii) and (iii) of this 
paragraph, is required if such result or 
sample has been previously submitted. 

(e) Fees. The fee for the service's 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (ii), 

(iii), and (iv) of this section; $5.00 for 
each immediate container in the sample 
submitted in accordance with paragraph 
(d) (3) (i) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 
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The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification, unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146b.ll9 Streptomycin hydrochloride 
solution oral veterinary; streptomy¬ 
cin sulfate solution oral veterinary. 

(a) Standards of identity, strength , 
quality, and purity . Streptomycin hy¬ 
drochloride solution oral veterinary and 
streptomycin sulfate solution oral veteri¬ 
nary are aqueous solutions of streptomy¬ 
cin hydrochloride or streptomycin sul¬ 
fate, with one or more suitable and 
harmless preservatives. The drug may 
also contain one or more suitable and 
harmless buffer substances and stabiliz¬ 
ing agents. Its potency is not less than 
250 milligrams per milliliter. Its pH is 
not less than 5.0 and not more than 8.0. 
It is nontoxic. Each preservative, buffer 
substance, and stabilizing agent used, if 
its name is recognized in the U. S. P. 
or N. F., conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. The 
composition of the immediate container 
shall be such as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limit there¬ 
for in applicable standards, except that 
minor changes so caused that are normal 
and unavoidable in good packaging, stor¬ 
age, and distribution practice shall be 
disregarded. 

(c) Labeling. Each package shall 
bear on the outside wrapper or container 
and the immediate container: 

(1) The batch mark. 

(2) The number of milligrams of 
streptomycin in each milliliter of the im¬ 
mediate container. 

(3) The statement “Expiration date 

-,” the blank being filled in with 

the date which is 12 months after the 
month during which the batch was certi¬ 
fied. 

(4) The name and quantity of each 
preservative used. 

(5) The statement “For oral veteri¬ 
nary use only.” 

(d) Request for certification; sam¬ 
ples. (1) in addition to complying with 
the requirements of § 146.2 of this 
chapter, a person who requests certi¬ 
fication of a batch shall submit with 
his request a statement showing the 
batch mark, the number of packages 
of each size in the batch, and the 
number of milligrams of streptomy¬ 
cin per milliliter. Such request shall be 
accompanied or followed by the results 
of tests and assays made by him on the 
batch for potency, toxicity, and pH. 

(2) Such person shall also submit 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch; 1 immediate container 
for each 5,000 immediate containers in 
the batch, but in no case less than 5 
immediate containers. 

(ii) In case of an initial request for 
certification, each other ingredient used 


in making the batch; 1 package of each 
containing approximately 5 grams. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph (d) (2) of this 
section. 

(2) If the Commissioner considers 
that investigations other than the ex¬ 
amination of such immediate containers 
are necessary to determine whether or 
not such batch complies with the re¬ 
quirements of § 146.3 of this chapter for 
the issuance of *a certificate, the cost of 
such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

(f) Exemption of streptomycin hydro¬ 
chloride solution oral veterinary and 
streptomycin sulfate solution oral veter¬ 
inary from certification. Streptomycin 
hydrochloride solution oral veterinary 
and streptomycin sulfate solution oral 
veterinary that conform to the require¬ 
ments of paragraphs (a) (except that 
they may contain one or more essential 
vitamin and mineral substances for nu¬ 
tritive purposes), (b), and (c) of this 
section shall be exempt from the require¬ 
ments of sections 502 (1) and 507 of the 
act, if they comply with all the following 
conditions: 

(1) The labels bear an expiration 
date that is not more than 12 months 
after the month during which the batch 
was last assayed and released by the 
manufacturer. 

(2) If they contain added vitamins or 
minerals, the labels bear the name and 
quantity of each- such substance and a 
statement that such substances are 
present only for furnishing additional 
vitamins and minerals while animals are 
eating less feed. 

(3) The labels bear a statement that 
solutions prepared with the drugs are 
stable for not more than 24 hours. 

(4) The circular or other labeling 
within or attached to the package bears 
information that only the antibiotics are 
intended for the prevention or treatment 
of the following conditions, and further, 
bears directions and warnings adequate 
for such use: 

(i) Bacterial enteritis in swine. 

(ii) Bacterial calf scours. 

(iii) Chronic respiratory disease (air- 
sac infection) in chickens. 

(iv) Blue comb (mud fever, non¬ 
specific infectious enteritis) in poultry. 

§ 146b. 120 Dihydrostreptomycin-strepto- 
myein sulfates with isonicotinic acid 
hydrazide. 

Dihy drostreptomy cin-s treptomycin 
sulfates with isonicotinic acid hydrazide 
conforms to all requirements and is sub¬ 
ject to all procedures prescribed by 
§ 146b.ll3 for. dihydrostreptomycin- 
streptomycin sulfates, except that: 

(a) It contains not less than 100 milli¬ 
grams of isonicotinic acid hydrazide for 
each 0.5 gram of dihydrostreptomycin- 


streptomycin sulfates. The isonicoti, 
acid hydrazide used has a purity of r 
less than 98 percent and has a melt 
point of not less than 169° C and l 
more than 172° C. 1 

(b) In addition to the labeling ™ 

scribed by § 146b.ll3(c), each paci 
shall bear on the outside wrapper or co 
tainer and the immediate container t 
number of grams of isonicotinic acid h 
drazide in the immediate container a 
its expiration date shall be 18 mont 
after the month during which the bat 
was certified. * 

(c) In addition to complying with 
requirements of § 146b.ll3 (d), a persi 
who requests certification of a bat! 
shall submit with his request a stateme 
showing the number of grams of isonic 
tinic acid hydrazide in each packat 
and in case of an initial request for ce 
tification, a sample consisting of appro: 
imately 5.0 grams of the isonicotinic ac 
hydrazide used in making the batch. 

(d) The fee for the services render 
with respect to the sample of isonicotii 
acid hydrazide submitted in accordan 
with the requirements prescribed ther 
for by this section shall be $4.00. 


§ 146b. 121 Streptomycin-erytliromyi 

ointment. 


(a) Standards of identity, strengt 
quality, and purity. Streptomycii 
erythromycin ointment is streptomyc 
and erythromycin in a suitable an 
harmless ointment base, with or witl 
out one or more suitable sulfonamid 
and with or without suitable and ham 
less dispersing and suspending agenl 
Its moisture content is not more than 1 
percent. It contains per gram not le 
than 3 milligrams of streptomycin ai 
not less than 5 milligrams of erythrom] 
cin. The streptomycin used conforms! 
the requirements of § 146b.l01(a), e: 
cept § 146b.l01(a) (2), (3), (4), an 

(5). The erythromycin used is produc( 
by the growth of Streptomyces erytk 
eus, has a potency of not less than 8! 
micrograms per milligram (on the an 
hydrous basis), has a moisture contei 
of not more than 10 percent, its pH i 
a saturated aqueous solution is not lei 
than 8 and not more than 10.5, and 
gives a characteristic color test wit 
acetone and hydrochloric acid. Eac 
other substance used, if its name is re( 
ognized in the U.S.P. or N.F., conform 
to the standards prescribed therefor b 
such official compendium. 

(b) Packaging. Streptomycin-eryth 
romycin ointment shall be package! 
in collapsible tubes which shall be well 
closed containers as defined by th 
U. S. P. The composition of the inline 
diate container shall be such as will no 
cause any change in the strength, qual 
ity, or purity of the contents beyond an 
limit therefor in applicable standard! 
except that minor changes so cause! 
that are normal and unavoidable in goo< 
packaging, storage, and distributioi 
practice shall be disregarded. 

(c) Labeling. Each package shal 
bear on its label or labeling, as herein 
after indicated, the following: 

(1) On the outside wrapper or con 
tainer and the immediate container: 

(i) The batch mark. 
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(ii) The number of milligrams of 
streptomycin and the number of milli¬ 
grams of erythromycin in each gram or 
milliliter of the batch. 

(iii) If it contains one or more sul¬ 
fonamides, the name and quantity of 
each such ingredient in each gram or 
milliliter of the batch. 

(iv) The statement ‘‘For veterinary 

^(v^The statement “Expiration date 
” the blank being filled in with 
the" date that is 12 months after the 
month during which the batch was cer¬ 
tified except that the blank may be filled 
in with the date which is 18 months, 24 
months, or 36 months after the month 
during which the batch was certified 
if the person who requests certification 
has submitted to the Commissioner re¬ 
sults of tests and assay showing that 
after having been stored for such period 
of time, such drug as prepared by him 
complies with the standards prescribed 
by paragraph (a) of this section: Pro¬ 
vided, however , That such expiration 
date may be omitted from the immediate 
container if it contains a single dose 
and it is packaged in an individual wrap¬ 
per or container. 

(2) On the label and labeling, if it 
contains one or more sulfonamides, after 
the name “streptomycin-erythromycin 
ointment,” wherever it appears, the 
words “with sulfonamide(s)in jux¬ 
taposition with such name. 

(3) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions and warnings for the 
veterinary use of such drug by the laity. 
Such circular or other labeling may also 
bear a statement that a brochure or other 
printed matter containing information 
for other veterinary uses of such drug by 
a veterinarian licensed by law to admin¬ 
ister it will be sent to such veterinarian 
on request. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark and 
(unless they were previously submitted) 
the dates on which the latest assays of 
the streptomycin and erythromycin used 
in making such batch were completed, 
the quantity of each ingredient used in 
making the batch, the date on which the 
latest assay of the drug comprising such 
batch was completed, and a statement 
that each ingredient used in making the 
batch conforms to the requirements pre¬ 
scribed therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch: Potency and moisture. 

(ii) The streptomycin and erythromy¬ 
cin used in making the batch: Potency, 
PH, moisture, and color-identity test, if 
it is erythromycin. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here- 


FEDERAL REGISTER 

inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 1 immediate container 
for each 5,000 immediate containers in 
the batch, but in no case less than 6 
immediate containers, collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The streptomycin used in making 
the batch: 6 packages containing ap¬ 
proximately equal portions of not less 
than 0.5 gram each, packaged in accord¬ 
ance with the requirements of § 146b.l01 
(b). 

(iii) The erythromycin used in mak¬ 
ing the batch: 5 packages, each contain¬ 
ing approximately equal portions of not 
less than 0.5 gram. 

(iv) In case of an initial request for 
certification, the ingredients used in 
making the ointment base of the batch: 

1 package of each, containing approxi¬ 
mately 200 grams, except for the sus¬ 
pending or dispersing agents and sul¬ 
fonamides used, in which case the sam¬ 
ple shall consist of approximately 5 
grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no samples referred to in subparagraph 
(3) (ii) and (iii) of this paragraph, is 
required if such result or samples have 
been previously submitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) $4.00 for each package in the 
samples submitted in accordance with 
paragraph (d) (3) (ii), (iii), and (iv) of 
this section; $5.00 for each immediate 
container submitted in accordance with 
paragraph (d) (3) (i) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of 
§ 146.3 of this chapter for the issuance of 
a certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request, for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§ 146b. 122 Streptomycin - clilortetracy- 
cline - chloramphenicol-bacitracin 
dental cement; dihydrostreptomycin- 
chlortetracycline - chloramphenicol- 
bacitracin dental cement. 

(a) Standards of identity, strength , 
quality, and purity. Streptomycin-chlor- 
tetracycline-chlorampenicol - bacitracin 
dental cement and dihydrostreptomy- 
cin-chlortetracycline - chloramphenicol- 
bacitracin dental cement are streptomy¬ 
cin or dihydrostreptomycin, chlortetra- 
cycline, chloramphenicol, and bacitracin 
in a base composed of suitable and harm¬ 
less inert inorganic salts and oxides. Its 
moisture content is not more than 1 per¬ 
cent. It contains not less than 1.0 milli¬ 
gram of streptomycin or dihydrostrepto¬ 
mycin, not less than 1.0 milligram of 
chlortetracycline, not less than 1.0 milli- 
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gram of chloramphenicol, and not less 
than 50 units of bacitracin per gram. 
The streptomycin used conforms to the 
standards prescribed by § 146b.101 (a), 
except § 146b.101 (a) (2), (4), and (5). 
The dihydrostreptomycin used conforms 
to the standards prescribed by § 146b.103, 
except the standards for sterility, pyro¬ 
gens, and histamine. The chlortetracy¬ 
cline used conforms to the standards 
prescribed by § 146C.201 (a) of this- 
chapter, except § 146C.201 (a) (2), (4), 
and (5). The chloramphenicol used 
conforms to the standards prescribed by 
§ 146d.301 (a) of this chapter, except 
§ 146d.301 (a) (2), (4), and (5). The 
bacitracin used conforms to the stand¬ 
ards prescribed by § 146e.401 (a) of this 
chapter, except § 146e.401 (a) (2) and 

(4). Each other ingredient used, if its 
name is recognized in the U. S. P. or N. F., 
conforms to the standards prescribed 
therefor by such official compendium. 

(b) Packaging. Each batch of dental 
cement shall be packaged in immediate 
containers of transparent glass that 
meet the test for tight containers as 
defined by the U. S. P., and so sealed that 
the contents cannot be used without de¬ 
stroying such seal. The immediate con¬ 
tainer and closure shall be such as will 
not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused that are normal and unavoidable 
in good packaging, storage, and distribu¬ 
tion practice shall be disregarded. 

(c) Labeling. In addition to the la¬ 
beling requirements prescribed by § 1.106 
(b) of this chapter (regulations issued 
under section 502(f) of the act), each 
package shall bear on the outside wrap¬ 
per or container and the immediate con¬ 
tainer the statement “Expiration date 

_,” the blank being filled in 

with the date that is 12 months after 
the month during which the batch was 
certified. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless they 
were previously submitted) the dates of 
the latest tests and assays of the strepto¬ 
mycin or dihydrostreptomycin, chlortet¬ 
racycline, chloramphenicol, and bacitra¬ 
cin used in making the batch. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: Potency and moisture. 

(ii) The streptomycin or dihydro¬ 
streptomycin used in making the batch: 
Potency, toxicity, moisture, pH, strepto¬ 
mycin content if it is dihydrostreptomy¬ 
cin, and crystallinity if it is crystalline 
dihydrostreptomycin sulfate. 

(iii) The chlortetracycline used in 
making the batch: Potency, toxicity, 
moisture, and pH. 

(iv) The chloramphenicol used in 
making the batch: Potency, toxicity, pH, 
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specific rotation, melting point, and ex¬ 
tinction coefficient. 

(v) The bacitracin used in making the 
batch: Potency, toxicity, moisture, and 
PH. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 1 package for each 
5,000 packages in the batch, but in no 
case less than 7 packages. 

(ii) The streptomycin or dihydro¬ 
streptomycin used in making the batch: 
6 packages containing approximately 
equal portions of not less than 0.5 gram. 

(iii) The chlortetracycline used in 
making the batch: 10 packages, each 
containing approximately equal portions 
of not less than 60 milligrams. 

(iv) The chloramphenicol used in 
making the batch: 10 packages, each 
containing approximately equal portions 
of not less than 300 milligrams. 

(v) The bacitracin used in making 
the batch: 6 packages, each containing 
approximately equal portions of not less 
than 0.5 gram. 

(vi) In case of an initial request for 
certification, each other ingredient used 
in making the batch: 1 package of each 
containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii), (iii), (iv), and (v) of this 
paragraph, and no sample referred to 
in subparagraph (3) (ii), (iii), (iv), and 
(v) of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) $4.00 for each immediate container 
in the samples submitted in accordance 
with paragraph (d) (3) (ii), (iii), (iv), 
(v), and (vi) of this section; $60.00 for 
each immediate container submitted in 
accordance with paragraph (d) (3) (i) 
of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146b. 123 Streptomycin-sodium sulfa- 
thiazole solution veterinary; dihydro¬ 
streptomycin-sodium sulfathiazole 
solution veterinary. 

(a) Standards of identity, strength, 
quality, and purity. Streptomycin-so¬ 
dium sulfathiazole solution veterinary 
and dihydrostreptomycin-sodium sul¬ 
fathiazole solution veterinary are strep¬ 
tomycin or dihydrostreptomycin and 
sodium sulfathiazole dissolved in a suit¬ 
able and harmless vehicle. Each milli¬ 
liter contains not less than 35 milligrams 
of streptomycin or dihydrostreptomycin 
and not less than 25 milligrams of sodium 


sulfathiazole. It is sterile. It is non¬ 
toxic. It is nonpyrogenic. It contains 
no histamine nor histamine-like sub¬ 
stance. Its pH is not less than 5.0 and 
not more than 8.0. The streptomycin 
used conforms to the standards pre¬ 
scribed therefor by § 146b.l01(a), except 
subparagraph (6). The dihydrostrepto¬ 
mycin used conforms to the standards 
prescribed therefor by § 146b.l03, except 
the standard for moisture. Each other 
substance used, if its name is recognized 
in the U.S.P. or N.F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging; labeling. It shall be 
packaged and labeled in accordance with 
the requirements of § 146b.l06 (b) and 

(c), except that in addition to the re¬ 
quirements of paragraph (c) each pack¬ 
age shall bear on the outside wrapper or 
container and the immediate container: 

(1) The composition of the vehicle. 

(2) The number of milligrams of so¬ 
dium sulfathiazole in each milliliter of 
the batch. 

(3) The statement ‘‘For veterinary 
use only.” 

(c) Requests for certification, 
samples; fees. The person who requests 
certification of a batch shall submit in 
connection with his request the same 
information and number of samples for. 
the batch as prescribed by § 146b.l06 (d), 
and the fee for the services rendered 
with respect to each such batch shall be 
the same as that prescribed by § 146b. 106 
(e). 

§ 146b. 124 Streptomycin-polymyxin-ne- 
omycin ointment; dihydrostreptomy- 
cin-polyinyxin-neomycin ointment. 

(a) Standards of identity , strength, 
quality, and purity. Streptomycin-poly¬ 
myxin-neomycin ointment and dihydro- 
streptomycin-polymyxin-neomycin oint¬ 
ment are streptomycin or dihydrostrep¬ 
tomycin, polymyxin, and neomycin in a 
suitable and harmless ointment base, 
with or without one or more suitable sul¬ 
fonamides, and with or without suitable 
and harmless dispersing and suspending 
agents. Their moisture content is not 
more than 1 percent. Their potency is 
such that when used as directed in their 
labeling each dose shall contain not less 
than 250 milligrams of streptomycin or 
dihydrostreptomycin, 100,000 units of 
polymyxin B, and 150 milligrams of 
neomycin. The streptomycin used con¬ 
forms to the requirements of § 146b.l01 
(a), except § 146b.l01 (a) (2), (3), (4), 
and (5). The dihydrostreptomycin used 
conforms to the requirements of 
§ 146b. 103, except the standards for 
sterility, toxicity, pyrogens, and hista¬ 
mine. The polymyxin B used conforms 
to the requirements prescribed for poly¬ 
myxin B by § 146b.107 (a), except the 
standard for toxicity. The neomycin 
used conforms to the requirements pre¬ 
scribed for neomycin by § 146e.410 (a) 
(2) of this chapter, except the standard 
for toxicity. Each other substance 
used, if its name is recognized in the 
U. S. P. or N. F., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 

(b) Packaging. Each batch of oint¬ 
ment shall be packaged in collapsible 
tubes which shall be well-closed contain- 
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position of the immediate container shall 
be such as will not cause any change in 
the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused that are normal and l 
unavoidable in good packaging, storage 5 
and distribution practice shall be dis’ ^ 
regarded. 

(c) Labeling. Each package shall® 71 
bear on its label or labeling, as herein¬ 
after indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(i) The batch mark. 

(ii) The number of milligrams of 
streptomycin or dihydrostreptomycin, 
the number of milligrams of neomycin 
and the number of units of polymyxin B 
in each gram of the batch. 

(iii) If the batch contains one or more 
sulfonamides, the name and quantity of 
each such ingredient per gram of the 
batch. 
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(iv) The statement “For veterinary 
use only.” 

(v) The statement “Expiration date 

-,” the blank being filled in with 

the date that is 18 months after the 
month during which the batch was cer¬ 
tified: Provided, however. That such ex¬ 
piration date may be omitted from the 
immediate container if it contains a 
single dose and it is packaged in an in¬ 
dividual wrapper or container. 

(2) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions and warnings for the 
veterinary use of such drug by the laity. 
Such circular or other labeling may also 
bear a statement that a brochure or 
other printed matter containing infor¬ 
mation for other veterinary uses of such 
drug by a veterinarian licensed by law 
to administer it will be sent to such 
veterinarian on request. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark 
and (unless they were previously sub¬ 
mitted) the dates on which the latest 
assays of the streptomycin or dihydro¬ 
streptomycin, polymyxin B, in neomy¬ 
cin used in making such batch were 
completed; the quantity of each such 
ingredient used in making the batch, the 
date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted, and a statement that each in¬ 
gredient used in making the batch con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: Potency and moisture. 

(ii) The streptomycin or dihydro¬ 
streptomycin used in making the batch: 
Potency, pH, streptomycin content if it 
is dihydrostreptomycin, and crystallinity 
if it is crystalline dihydrostreptomycin 
sulfate. 
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(lii) The polymyxin B used in making 
e batch: Potency. 

(iv) The neomycin used in making the 
latch’ Potency, moisture, and pH. 

( 3 ) Except as otherwise provided by 
ubparagraph (4) of this paragraph, 
•ach person shall submit in connection 
dth his request, in the quantities here¬ 
after indicated, accurately representa- 
ive sa m ples of the following. 

(i) The batch: 1 immediate container 
or each 5,000 immediate containers in 
he batch, but in no case less than 7 
mmediate containers, collected by tak- 
ng single immediate containers at such 
ntervals throughout the entire time of 
jackaging the batch that the quantities 
jackaged during the intervals are ap- 
jroximately equal. 

(ii) The streptomycin or dihydro- 
streptomycin used in making the batch: 

6 packages containing approximately 
equal portions of not less than 0.5 gram 
each, packaged in accordance with the 
requirements of § 146b.101 (b). 

(iii) The polymyxin B used in making 
the batch: 5 packages containing ap¬ 
proximately equal portions of not less 
than 0.5 gram each. 

(v) In case of an initial request for 
—certification, the ingredients used in 

making the batch: 1 package of each 
jintment-base ingredient, containing 
approximately 200 grams; 1 package of 
each suspending or dispersing agent 
used, containing approximately 5 grams; 

1 package of each sulfonamide used, con¬ 
taining approximately 5 grams. 

(4) The results referred to in sub- 
paragraph (2) (ii), (iii), and (iv) of this 
paragraph and the samples referred to 
in subparagraph (3) (ii), (iii), and (iv) 
of this paragraph are not required if 
such results or samples have been previ¬ 
ously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate contain¬ 
er in the samples submitted in accord¬ 
ance with paragraph (d) (3) (ii), (iii), 
(iv), and (v) of this section; $6.00 for 
each immediate container submitted in 
accordance with paragraph (d) (3) (i) 

1 this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigation. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

14 6b. 125 Streptomycin-dihydrostrep- 

tomycin for inhalation therapy. 

(a) Streptomycin-dihydrostreptomy- 
cin for inhalation therapy conforms to 
all requirements and is subject to all pro¬ 
cedures prescribed by § 146b.ll2 for 
streptomycin for inhalation therapy and 
dihydrostreptomycin for inhalation ther¬ 
apy, except that it is a mixture of equal 
Parts of streptomycin and dihydrostrep- 
tomycin. 
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(b) Exemption of streptomycin-dihy¬ 
drostreptomycin for inhalation therapy 
from certification. Streptomycin-dihy¬ 
drostreptomycin for inhalation therapy 
that conforms to the requirements of 
paragraph (a) of this section shall be 
exempt from the requirements of sections 
502 (1) and 507 of the act if it complies 
with all the following conditions: 

(1) It is intended solely for veterinary 
use and is conspicuously so labeled. 

(2) The label bears an expiration date 
that is not more than 48 months after 
the month during which the batch was 
last assayed and released by the manu¬ 
facturer. 

(3) The circular or other labeling 
within or attached to the package bears 
information that the antibiotics are for 
use only in the prevention or treatment 
of chronic respiratory disease (air-sac 
infection) in chickens and bears direc¬ 
tions and warnings adequate for such 
use. 

§ 146b. 126 Streptomycin-neomycin pow¬ 
der ; dihydrostreptomycin-neomycin 
powder. 

(a) Standards of identity, strength, 
quality, and purity. Streptomycin-neo¬ 
mycin powder and dihydrostreptomycin- 
neomycin powder are streptomycin and 
neomycin or dihydrostreptomycin and 
neomycin, with or without suitable and 
harmless absorbent ingredients, buffer 
substances, preservatives, diluents, col¬ 
orings, and flavorings. It contains not 
less than 15 milligrams of streptomycin 
or dihydrostreptomycin and not less than 
5.25 milligrams of neomycin per gram 
of powder. Its moisture content is not 
more than 7.5 percent. The streptomy¬ 
cin used conforms to the standards pre¬ 
scribed therefor by § 146b.l01(a), except 
§ 146b.101 (a) (2), (4), and (5). The 
dihydrostreptomycin used conforms to 
the standards prescribed therefor by 
§ 146b.103, except the standards for ste¬ 
rility, pyrogens, and histamine content. 
The neomycin used conforms to the 
standards prescribed therefor by 
§ 146e.410(a) (2) of this chapter. Each 
other substance used, if its name is rec¬ 
ognized in the U.S.P. or N.F., conforms 
to the standards prescribed therefor by 
such official compendium. 

(b) Packaging . In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. The 
composition of the immediate container 
shall be such as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limit there¬ 
for in applicable standards, except that 
minor changes so caused that are normal 
and unavoidable in good packaging, stor¬ 
age, and distribution practice shall be 
disregarded. . 

(c) Labeling—(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
the outside wrapper or container and 
the immediate container the statement 

“Expiration date_,” the blank 

being filled in with the date that is 12 
months after the month during which 
the batch was certified, except that the 
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blank may be filled in with the date that 
is 24 months or 36 months after the 
month during which the batch was cer¬ 
tified if the person who requests certi¬ 
fication has submitted to the Commis¬ 
sioner results of tests and assays showing 
that after having been stored for such 
period of time such drug as prepared by 
him complies with the standards pre¬ 
scribed by paragraph (a) of this section. 

(2) It is packaged for dispensing and 
intended solely for veterinary use . Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription,” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless they 
were previously submitted) the dates on 
which the latest assays of the strepto¬ 
mycin or dihydrostreptomycin and neo¬ 
mycin used in making the batch were 
completed, the number of milligrams of 
streptomycin or dihydrostreptomycin 
and the number of milligrams of neo¬ 
mycin in each gram of the batch, the 
quantity of each ingredient used in mak¬ 
ing the batch, the date on which the 
latest assay of the drug comprising such 
batch was completed, and a statement 
that each ingredient used in making the 
batch conforms to the requirements 
prescribed therefor, if any, by this 
section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, results of tests and as¬ 
says listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: The number of milli¬ 
grams of streptomycin or dihydrostrep¬ 
tomycin and the number of milligrams 
of neomycin per gram, and moisture 
content. 

(ii) The streptomycin or dihydro¬ 
streptomycin used in making the batch: 
Potency, toxicity, pH, streptomycin con¬ 
tent if it is dihydrostreptomycin, and 
crystallinity if it is crystalline dihydro¬ 
streptomycin. 

(iii) The neomycin used in making the 
batch: Potency, toxicity, moisture, and 
pH. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 1 immediate container 
for each 5,000 immediate containers in 
the batch, but in no case less than 5 
immediate containers, collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are 
approximately equal. 
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(11) The streptomycin or dihydro¬ 
streptomycin used in making the batch: 
5 packages containing approximately 
equal portions of not less than 0.5 gram 
each, packaged in accordance with the 
requirements of § 146b.l01 (b). 

(iii) The neomycin used in making the 
batch: 5 packages containing approxi¬ 
mately equal portions of not less than 
0.5 gram each. 

(iv) In case of an initial request for 
certification, each other ingredient used 
in making the batch: 1 package of each 
containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) and (iii) of this para¬ 
graph, and no sample referred to in 
subparagraph (3) (ii) and (iii) of this 
paragraph, is required if such result or 
sample has been previously submitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer submitted in accordance with 
paragraph (d) (3) (ii), (iii), and (iv) 
of this section; $5.00 for each immediate 
container submitted in accordance with 
paragraph (d) (3) (i) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tions of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 
The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§ 146b.l27 Streptomycin solution for 
inhalation therapy veterinary; dihy- 
drostreptomycin solution for inhala¬ 
tion therapy veterinary. 

(a) Standards of identity, strength, 
quality, and purity. Streptomycin solu¬ 
tion for inhalation therapy veterinary 
and dihydrostreptomycin solution for 
inhalation therapy veterinary is a suit¬ 
able and harmless aqueous-organic solu¬ 
tion of streptomycin or dihydrostrepto¬ 
mycin, with or without suitable and 
harmless preservatives, colorings, vola¬ 
tile oils, flavorings, buffer substances, 
and stabilizing agents. Its potency is 
not less than 50 milligrams per milli¬ 
liter. Its pH is not less than 5.0 and not 
more than 8.0. The streptomycin or 
dihydrostreptomycin used conforms to 
the standards prescribed by § 146b. 101 

(a) or § 146b.l03(a), except the stand¬ 
ards for sterility, pyrogens, and hista¬ 
mine, or to the standards prescribed by 
§ 146b.114(a). Each other substance 
used, if its name is recognized in the 
U. S. P. or N. F., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 

(b) Packaging . In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. The 
composition of the immediate container 
shall be such as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused that are normal and 
unavoidable in good packaging, storage, 


and distribution practice shall be disre¬ 
garded. 

(c) Labeling. Each package shall bear 
on its label or labeling, as hereinafter 
indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark. 

(ii) The number of milligrams of 
streptomycin or dihydrostreptomycin in 
each milliliter of the batch. 

(iii) The statement “Expiration date 

-,” the blank being filled in with the 

date that is 12 months after the month 
during which the batch was certified. 

(iv) The name and quantity of each 
preservative used. 

(v) The statement “For veterinary use 
only/’ 

(2) On a circular or other labeling 
within or attached to the package direc¬ 
tions and warnings adequate for the use 
of the drug in the treatment of chronic 
respiratory disease (air-sac infection) in 
poultry. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark, the 
number of packages of each size in the 
batch and the number of milligrams of 
streptomycin or dihydrostreptomycin per 
milliliter in the batch. Such request 
shall be accompanied or followed by the 
results of tests and assays made by him 
on the batch for potency and pH. 

(2) Such person shall also submit with 
his request, in the quantities hereinafter 
indicated, accurately representative 
samples of the following: 

(i) The batch: 1 immediate container 
for each 5,000 immediate containers in 
the batch, but in no case less than 5 
immediate containers. 

(ii) In case of an initial request for 
certification, each other ingredient used 
in making the batch: 1 package of each 
containing approximately 5 grams. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph (d) (2) of this 
section. 

(2) If the Commissioner considers 
that investigations other than the ex¬ 
amination of such immediate containers 
are necessary to determine whether or 
not such batch complies with the re¬ 
quirements of § 146.3 of this chapter for 
the issuance of a certificate, the cost of 
such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146b. 128 Streptomycin-polymyxin in 
gel; diliydrostreptomycin-polymyxin 
in gel. 

Streptomycin-polymyxin in gel and 
dihydrostreptomycin-polymyxin in gel 
conform to all requirements and are 
subject to all procedures prescribed by 


§ 146b.108 for streptomycin in gel and 
dihydrostreptomycin in gel, except that* 

(a) Each milliliter contains not less 
than 4,000 units of polymyxin. The 
polymyxin used conforms to the stand¬ 
ards prescribed therefor by § 146b 107 
(a). 

(b) Its pH is not less than 5.5 and not 
more than 7.0. 

(c) In lieu of the labeling prescribed 
by § 146b.l08(c)(l)(i), the expiration 
date shall be 18 months. 

(d) In addition to complying with the 
requirements of § 146b.l08 (d), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the batch mark and (unless 
previously submitted) the results and 
the date of the latest tests and assays of 
the polymyxin used in making the batch 
for potency and toxicity. He shall also 
submit in connection with his request a 
sample consisting of not less than 6 
immediate containers of the strepto¬ 
mycin-polymyxin in gel or dihydro¬ 
streptomycin-polymyxin in gel and (un¬ 
less previously submitted) a sample 
consisting of 5 packages, each containing 
approximately equal portions of not less 
than 0.5 gram of the polymyxin used in 
making the batch. 

(e) The fee for the services rendered 
with respect to each immediate con¬ 
tainer of the sample of streptomycin- 
polymyxin in gel or dihydrostreptomy¬ 
cin-polymyxin in gel submitted in ac¬ 
cordance with the requirements of this 
section shall be $6.00. The fee for each 
container of polymyxin shall be $4.00. 

§ 146b. 129 Streptomycin sulfate-dihy. 
drostreplomycin sulfate powder oral 
veterinary. 

(a) Standards of identity, strength , 
quality, and purity; packaging; labeling; 
request for certification ( samples ); fees, 
Streptomycin sulfate-dihydrostreptomy¬ 
cin sulfate powder oral veterinary con¬ 
forms to all requirements and is subject 
to all procedures prescribed by § 146b.ll5 
for streptomycin sulfate powder oral 
veterinary and dihydrostreptomycin sul¬ 
fate powder oral veterinary, except that 
it is a mixture of equal parts of strep¬ 
tomycin sulfate veterinary and dihydro¬ 
streptomycin sulfate veterinary. 

(b) Exemption of streptomycin sub 
fate-dihydrostreptomycin sulfate powder 
oral veterinary from certification. Strep- 
t o m y c i n sulfate-dihydrostreptomycin 
sulfate powder oral veterinary that con¬ 
forms to the requirements of paragraph 
(a) of this section (except that it may 
contain one or more essential vitamin 
and mineral substances for nutritive 
purposes) shall be exempt from the re¬ 
quirements of sections 502 (1) and 507 of 
the act, if it complies with all the fol¬ 
lowing conditions: 

(1) The labels bear an expiration date 
that is not more than 48 months after 
the month during which the batch was 
last assayed and released by the manu¬ 
facturer. 

(2) If it contains added vitamins or 
minerals, the labels bear the name and 
quantity of each such substance and a 
statement that such substances are pres¬ 
ent only for furnishing additional vita¬ 
mins and minerals while animals are 
eating less feed. 
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(3) The labels bear a statement that 
•olutions prepared with the drug are 
stable tor not more than 24 hours * 

( 4 ) The circular or other labeling 
within or attached to the package bears 
information that only the antibiotics are 
intended for the prevention or treatment 
of the following conditions, and further, 
bears directions and warnings adequate 
for such use: 

(1) Bacterial enteritis in swine. 

(ii) Bacterial calf scours. 

dii) Chronic respiratory disease (air- 
sac infection) in chickens. 

(iv) Blue comb (mud fever, nonspe¬ 
cific infectious enteritis) in poultry. 

§ 146b. 130 Streptomycin and para- 
aminobenzoic acid powder for in¬ 
halation therapy; dihydrostreptomy- 
cin and para-aminobenzoic acid pow¬ 
der for inhalation therapy. 

Streptomycin and para-aminobenzoic 
acid powder for inhalation therapy and 
dihydrostreptomycin and para-amino¬ 
benzoic acid powder for inhalation ther¬ 
apy conform to all requirements and are 
subject to all procedures prescribed by 
§I46b.ll2 (a), (b), and (c) for strepto¬ 
mycin for inhalation therapy veterinary 
and dihydrostreptomycin for inhalation 
therapy veterinary, except that: 

(a) They contain para-aminobenzoic 
acid. 

(b) In addition to the labeling pre¬ 
scribed by § 146b.112 (c), each package 
shall bear on its label and labeling the 
number of milligrams of para-amino¬ 
benzoic acid in each immediate container 
and the statements: “For veterinary use 
only,’' and “Caution: Discontinue use 24 
hours before birds are slaughtered for 
human consumption.” The expiration 
date shall be 12 months after the month 
during which the batch was certified. 

(c) Request for certification; samples. 
(1) In addition to complying with the re¬ 
quirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the streptomycin or 
dihydrostreptomycin used in making 
such batch was completed, the potency 
per gram of powder, the quantity of each 
ingredient used in making the batch, the 
date on which the latest assay of the drug 
comprising such batch was completed, 
and a statement that each ingredient 
used in making the batch conforms to 
the requirements prescribed therefor, if 
any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: Average potency per 
gram of powder and average moisture. 

(ii) The streptomycin or dihydro¬ 
streptomycin used in making the batch: 
Potency, toxicity moisture, pH, strepto¬ 
mycin content if it is dihydrostreptomy¬ 
cin, and crystallinity if it is crystalline 
dihydrostreptomycin sulfate. 


(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: One immediate con¬ 
tainer for each 5,000 containers in the 
batch, but in no case less than five such 
containers. Such samples shall be col¬ 
lected by taking single immediate con¬ 
tainers at such intervals throughout the 
entire time the containers are being filled 
that the quantities packaged during the 
intervals are approximately equal. 

(ii) The streptomycin or dihydro¬ 
streptomycin used in making the batch: 
Five packages containing approximately 
equal portions of not less than 0.5 gram 
each, packaged in accordance with.the 
requirements of § 146b.l01 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each containing approximately 5.0 
grams. 

(4) The results referred to in subpara¬ 
graph (2) (ii) of this paragraph and the 
samples referred to in subparagraph (3) 
(ii) of this paragraph are not required 
if such results or samples have been pre¬ 
viously submitted. 

(d) Fees. The fees for the service ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (c) (3) (i), 
(ii), and (iii) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter, for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification, unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

146b.l31 Streptomycin-polymyxin tab¬ 
lets ; dihydrostreptomycin-polymyxin 
tablets. 

Streptomycin-polymyxin tablets and 
dihydrostreptomycin-polymyxin tablets 
are tablets that conform to all require¬ 
ments and are subject to all procedures 
prescribed by § 146b.l04 for streptomycin 
tablets and dihydrostreptomycin tablets, 
except that: 

(a) Each tablet contains not less than 
25,000 units of polymyxin. The polymyx¬ 
in used conforms to the standards pre¬ 
scribed therefor by § 146b.l07(a). 

(b) Each package shall bear on its 
outside wrapper or container and the 
immediate container the number of units 
of polymyxin in each tablet of the batch. 

(c) The expiration date shall appear 
on the immediate container. 

(d) In addition to complying with the 
requirements of § 146b.l04(d), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the batch mark and (unless pre¬ 
viously submitted) the results and the 


date of the latest tests and assays of 
polymyxin used in making .the batch for 
potency and toxicity. He shall also sub¬ 
mit in connection with his request (un¬ 
less it was previously submitted) a 
sample consisting of 5 packages each 
containing approximately equal portions 
of not less than 0.5 gram of the poly¬ 
myxin used in making the batch. 

(e) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
paragraph (d) of this section shall be: 

(1) $1.00 for each tablet. 

(2) $4.00 for each immediate con¬ 
tainer of polymyxin. 

§ 146b. 132 Streptomycin-neomycin for 
inhalation therapy veterinary; di- 
hydrostreptomycin-neomycin for in¬ 
halation therapy veterinary. 

(a) Identity; packaging; labeling. 
Streptomycin-neomycin for inhalation 
therapy veterinary and dihydrostrepto¬ 
mycin-neomycin for inhalation therapy 
veterinary conform to all requirements 
and are subject to all procedures pre¬ 
scribed by § 146b.112 (a), (b), and (c), 
except that: 

(1) For each 5 grams of streptomycin 
or dihydrostreptomycin, it contains 1 
gram of neomycin. The neomycin used 
conforms to the standards prescribed 
therefor by § 146e.410(a) of this chapter. 

(2) In addition to the labeling pre¬ 
scribed by § 146b.ll2(c), each package 
shall bear on its label and labeling the 
number of grams of neomycin in each 
immediate container and the statements 
“For veterinary use only” and “Caution: 
Do not use on laying hens.” The expira¬ 
tion date of the drug shall be 18 months. 

(b) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless they 
were previously submitted) the dates on 
which the latest assays of the streptomy¬ 
cin or dihydrostreptomycin and neomy¬ 
cin used in making the batch were 
completed, the number of grams of strep¬ 
tomycin or dihydrostreptomycin and the 
number of grams of neomycin in the 
batch, the quantity of each other in¬ 
gredient used in making the batch, the 
date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted, and a statement that each in¬ 
gredient used in making the batch con¬ 
forms to the requirements prescribed 
therefor, if any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: The number of grams 
of streptomycin or dihydrostreptomycin 
and the number of grams of neomycin 
per container, and moisture content. 

(ii) The streptomycin or dihydrostrep¬ 
tomycin used in making the batch: Po¬ 
tency, toxicity, pH, streptomycin con¬ 
tent if it is dihydrostreptomycin, and 
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crystallinity if it is crystalline dihy¬ 
drostreptomycin. 

(iii) The neomycin used in making 
the batch: Potency, toxicity, moisture, 
and pH. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: One immediate con¬ 
tainer for each 5,000 immediate con¬ 
tainers in the batch; but in no case less 
than five immediate containers, col¬ 
lected by taking single immediate con¬ 
tainers throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The streptomycin or dihydro¬ 
streptomycin used in making the batch: 
Five packages containing equal portions 
of not less than 0.5 gram each, packaged 
in accordance with the requirements of 
§ 146b.101(b). 

(iii) The neomycin used in making the 
batch: Five packages containing approx¬ 
imately equal portions of not less than 
0.5 gram each. 

(iv) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each containing approximately 5 grams, 

(4) The results referred to in sub- 
paragraph (2) (ii) and (iii) of this para¬ 
graph and the samples referred to in 
subparagraph (3) (ii) and (iii) of this 
paragraph are not required if such re¬ 
sults or samples have been previously 
submitted. 

(c) Fees. The fees for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer submitted in accordance with 
paragraph (b)(3) (ii), (iii), and (iv) of 
this section; $5.00 for each immediate 
container submitted in accordance with 
paragraph (b) (3) (i) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations* 

The fees prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fees 
are covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 

§ 146b. 133 Dlliydrostreptoinycin-neoniy- 
cin-polymyxin aerosol solution veter¬ 
inary. 

(a) Standards of identity , strength, 
quality , and purity. Dihydrostreptomy¬ 
cin-neomycin-polymyxin aerosol solu¬ 
tion veterinary is an aqueous solution of 
dihydrostreptomycin, neomycin, and 
polymyxin with or without one or more 
suitable and harmless preservatives and 
with one or more suitable gas propel¬ 
lants. Its potency is such that when it 
is used as directed in its labeling each 
dose shall contain 250 milligrams of di¬ 
hydrostreptomycin, 100 milligrams of 
neomycin, and 71,000 units of polymyxin 


B. Its pH is not less than 4.0 nor more 
than 6.0. The dihydrostreptomycin used 
conforms to the requirements of § 146b.- 
103, except the standards for sterility, 
toxicity, pyrogens, and histamine. The 
neomycin used conforms to the require¬ 
ments prescribed for neomycin by 
§ 146e.410(a) (2) of this chapter, except 
the standard for toxicity. The polymy¬ 
xin B used conforms to the requirements* 
prescribed for polymyxin B by § 146b.- 
107(a), except the standard for toxicity. 
Each other substance used, if its name 
is recognized in the U.S.P. or N.F., con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U.S.P., and shall 
be qf such composition as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused that are 
normal and unavoidable in good packag¬ 
ing, storage, and distribution practice 
shall be disregarded. Each such con¬ 
tainer shall contain a sufficient quantity 
of propellant to permit the ejection of 
the volume of drug indicated, whether 
administered in either single or multiple 
doses. 

(c) Labeling. Each package shall 
bear on its label or labeling, as herein¬ 
after indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark. 

(ii) The number of milligrams of 
dihydrostreptomycin, the number of 
milligrams of neomycin, and the number 
of units of polymyxin B in each milliliter 
of the batch, or in each prescribed dose. 

(iii) The name and quantity of each 
preservative used in making the batch 
and the name of each propellant. 

(iv) The statement “For udder in¬ 
stillation of cattle only.” 

(v) The statement “Expiration date 

-:—,” the blank being filled in 

with the date that is 24 months after 
the month during which the batch was 
certified. 

(vi) The warning required by § 146.14 
of this chapter. 

(2) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions and warnings for the 
veterinary use of such drug by the laity. 

(d) Request for certification; samples. 
(1) in addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark and 
(unless they were previously submitted) 
the dates on which the latest assays of 
the dihydrostreptomycin, polymyxin B, 
and neomycin used in making such 
batch were completed; the quantity of 
each such ingredient used in making the 
batch; the date on which the latest 
assay of the drug comprising such batch 
was completed; and a statement that 
each ingredient used in making the 
batch conforpis to the requirements pre¬ 
scribed therefor by this section: 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 


such person shall submit in connectioi PA 
with his request results of the tests ant * 
assays listed after each of the follow 
ing, made by him on an accurately 
representative sample of: 3 

(i) The batch: Potency and pH 

(ii) The dihydrostreptomycin used ii se< 

making the batch: Potency, pH, mois i« 
ture, streptomycin content, and crystal- 
linity if it is crystalline dihydrostrepto! 
mycin sulfate. 14« 

(iii) The polymyxin B used in making 
the batch: Potency. 

(iv) The neomycin used in making th< 
batch: Potency, moisture, and pH. 

( 3 ) Except as otherwise provided by 

subparagraph (4) of this paragraph 
such person shall submit in connection 14 
with his request, in the quantities here* 
inafter indicated, accurately representa- 
tive samples of the following: 14 

(i) The batch: 1 immediate container 
for each 5,000 immediate containers in 
the batch, but in no case less than 7 
immediate containers, collected by tak¬ 
ing single immediate containers at such 14 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are 
approximately equal. 

(ii) The dihydrostreptomycin used in 
making the batch: 6 packages contain¬ 
ing approximately equal portions of not 
less than 0.5 gram each, packaged in 
accordance with the requirements of 
§ 146b.101(b). 

(iii) The polymyxin B used in making 
the batch: 5 packages containing ap¬ 
proximately equal portions of not less 
than 0.5 gram each. 

(iv) The neomycin used in making the 
batch: 5 packages containing approxi¬ 
mately equal portions of not less than 
0.5 gram each. 

(v) In case of an initial request for 
certification, each other ingredient used 
in making the batch: 1 package of each 
containing approximately 5 grams. 

(4) The results referred to in sub- 
paragraph (2) (ii), (iii), and (iv) of this 
paragraph and the samples referred to 
in subparagraph (3) (ii), (iii), and (iv) 
of this paragraph are not required if 
such results or samples have been pre¬ 
viously submitted. 

(e) Fees. The fees for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (ii), 
(iii), (iv), and (v) of this section; $6.00 
for each immediate container submitted 
in accordance with paragraph (d) (3) (i) ! 
of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigation. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request 7 for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 

(d) of this chapter. 
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laturday, December 29, 1962 

pabt 146c—CERTIFICATION OF 
CHLORTETRACYCLINE (OR TETRA¬ 
CYCLINE) AND CHLORTETRACY- 
CLINE- (OR TETRACYCLINE-) CON¬ 
TAINING DRUGS 

ute 201 Chlortetracycltne hydrochloride. 

(chlortetracycline hydrochloride 
salt). 

146c 202 Chlortetracycline hydrochloride 
’ ointment; chlortetracycline cal¬ 

cium ointment; chlortetracycline 
calcium cream; tetracycline hy¬ 
drochloride ointment (tetracy¬ 
cline hydrochloride in oil sus¬ 
pension); tetracycline ointment 
(tetracycline cream). 

146C.203 Chlortetracycline troches (chlor¬ 
tetracycline hydrochloride tro¬ 
ches); tetracycline hydrochloride 
troches. 

146C.204 Chlortetracycline hydrochloride 
capsules; tetracycline hydrochlo¬ 
ride capsules; tetracycline cap¬ 
sules; tetracycline phosphate 
complex capsules. 

146C.205 Chlortetracycline powder (chlor¬ 
tetracycline hydrochloride pow¬ 
der); tetracycline hydrochloride 
powder; tetracycline powder. 

146c.206 Chlortetracycline ophthalmic 
(chlortetracycline hydrochloride 
ophthalmic); tetracycline hydro¬ 
chloride ophthalmic. 

146C.207 Chlortetracycline hydrochloride 
tablets; tetracycline hydrochlo¬ 
ride tablets; tetracycline tablets. 

146c.208 Chlortetracycline otic (chlortetra¬ 
cycline hydrochloride otic, chlor¬ 
tetracycline hydrochloride for 
ear solution); tetracycline hy¬ 
drochloride otic (tetracycline 
hydrochloride for ear solution). 

146c .209 Chlortetracycline dental cones 
(chlortetracycline hydrochloride 
dental cones). 

146C.210 Chlortetracycline dental paste 
(chlortetracycline hydrochloride 
dental paste). 

146c.211 Chlortetracycline surgical powder 
(chlortetracycline hydrochloride 
surgical powder); tetracycline 
hydrochloride surgical powder. 

146c .212 Chlortetracycline suppositories 
(chlortetracycline hydrochloride 
suppositories); tetracycline hy¬ 
drochloride suppositories. 

146c .213 Chlortetracycline gauze packing 
(chlortetracycline hydrochloride 
gauze packing). 

146c.214 Chlortetracycline dressing (chlor¬ 
tetracycline hydrochloride dress¬ 
ing). 

146c .215 Chlortetracycline with vasocon¬ 
strictor (chlortetracycline hydro¬ 
chloride with vasoconstrictor); 

chlortetracycline with—- 

(chlortetracycline hydrochloride 

with_) (the blank being 

filled in with the common or 
usual name of the vasocon¬ 
strictor) . 

146c .210 Tetracycline hydrochloride-olean¬ 
domycin ointment. 

146c .217 Chlortetracycline calcium syrup 
(chlortetracycline calcium oral 
drops); tetracycline syrup (tet¬ 
racycline oral drops); tetracy¬ 
cline magnesium syrup (tetra¬ 
cycline magnesium oral drops). 

146c.218 Tetracycline hydrochloride. 

146c.219 Crude chlortetracycline oral veter¬ 
inary. 

146c.220 Tetracycline. 

146C.221 Tetracycline hydrochloride for in¬ 
tramuscular use; tetracycline 
phosphate complex for Intra¬ 
muscular use. 
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146C.222 Tetracycline hydrochloride oral 
suspension (tetracycline hydro¬ 
chloride homogenized mixture); 
tetracycline phosphate complex 
oral suspension (tetracycline 
phosphate complex oral drops); 
tetracycline hydrochloride oral 
solution; tetracycline calcium 
oral suspension; tetracycline oral 
suspension. 

140c.223 Chlortetracycline - neomycin-strep¬ 
tomycin-penicillin ointment; 
chlortetracycline - neomycin - di¬ 
hydrostreptomycin -penicillin 
ointment; tetracycline hydro¬ 
chloride - neomycin - streptomy¬ 
cin-penicillin ointment; tetra¬ 
cycline hydrochloride-neomycin 
dihydrostreptomycin - penicillin 
ointment. 

146C.224 Tetracycline hydrochloride-nystat¬ 
in capsules; tetracycline phos¬ 
phate complex-nystatin capsules. 

146C.225 Tetracycline hydrochloride-nysta¬ 
tin tablets. 

146c .226 Tetracycline and vasoconstrictor 
suspension; tetracycline and — 
(the blank being filled in with 
the common or usual name of 
the vasoconstrictor) suspension. 

146C.227 Chlortetracycline spray dressing 
(chlortetracycline hydrochloride 
spray dressing). 

140C.228 Tetracycline hydrochloride-neomy¬ 
cin tablets. 

146C.229 Tetracycline-nystatin oral suspen¬ 
sion; tetracycline phosphate 
complex-nystatin oral suspen¬ 
sion (tetracycline phosphate 
complex-nystatin oral drops). 

146c.230 Chlortetracycline hydrochloride 
powder topical; tetracycline hy¬ 
drochloride powder topical. 

140C.231 Capsules tetracycline and oleando¬ 
mycin phosphate; capsules 
tetracycline and triacetylolean- 
domycin; capsules tetracycline 
hydrochloride and oleandomycin 
phosphate; capsules tetracycline 
hydrochloride and triacetyl- 
oleandomycin. 

146C.232 Tetracycline phosphate complex. 

146c.233 Tetracycline-oleandomycin phos¬ 
phate for oral suspension. 

140C.234 Capsules tetracycline hydrochlo¬ 
ride and novobiocin; capsules 
tetracycline phosphate complex 
and novobiocin. 

146c.235 Tetracycline hydrochloride-olean¬ 
domycin phosphate for aqueous 
injection. 

140C.236 Tetracycline-nystatin for oral sus¬ 
pension. 

146c.237 Chlortetracycline-neomycin - strep¬ 
tomycin ointment; chlortetracy¬ 
cline - neomycin - dihydrostrepto¬ 
mycin ointment; tetracycline 
hydrochloride - neomycin - strep¬ 
tomycin ointment; tetracycline 
hydrochloride - neomycin - dihy- 
, drostreptomycin ointment. 

146c.238 Tablets tetracycline hydrochloride 
and novobiocin. 

146C.239 Tetracycline-novobiocin for oral 
suspension. 

146c.240 Tetracycline-triacetyloleandomycin 
syrup (tetracycline-triacetylo- 
leandomycin oral drops; tetracy¬ 
cline - triacetyl - oleandomycin 
homogenized mixture). 

146c.241 Chlortetracycline seed. 

146c.242 Tetracycline—neomycin complex 
powder topical; tetracycline hy¬ 
drochloride-neomycin sulfate 
powder topical. 

146C.243 Capsules tetracycline hydrochlo¬ 
ride - triacetyloleandomycinny- 
statin. 

146C.244 Tetracycline hydrochloride-neomy¬ 
cin spray ointment topical. 


Sec. 

146C.245 Tetracycllne-triacetyloleandomycin 
for oral suspension. 

146c .246 Tetracycline hydrochloride-neo¬ 
mycin in oil suspension. 

146c.247 Chlortetracycline hydrochloride 
impregnated surgical silk. 

146c.248 Rolitetracycline. 

146C.249 Rolitetracycline for intravenous 
use. 

146C.250 Rolitetracycline for intramuscular 
use. 

146c .251 Demethylchlortetracycline hydro¬ 
chloride. 

146C.252 Capsules demethylchlortetracy¬ 
cline hydrochloride. 

146C.253 Demethylchlortetracycline. 

146C.254 Demethylchlortetracycline for oral 
suspension. 

146c.255 Demethylchlortetracycline syrup 
(demethylchlortetracycline oral 
drops). 

146C.256 Chlortetracycline hydrochloride in 
oil oral veterinary. 

146c.257 Tetracycline-amphotericin B for 
oral syrup; tetracycline-ampho¬ 
tericin B for oral drops. 

146c .258 Demethylchlortetracycline hydro¬ 
chloride ointment. 

146c .259 Demethylchlortetracycline hydro- 
chloridenystatin capsules. 

146C.260 Capsules tetracycline phosphate 
complex amphotericin B. 

146C.261 Tetracycline-novobiocin oral sus¬ 
pension (tetracycline-novobiocin 
oral drops; tetracycline-novobio¬ 
cin syrup). 

146C.262 Tetracycline-amphotericin B syrup; 

tetracycline-amphotericin B oral 
drops. 

146c.263 Demethylchlortetracycline - nysta¬ 
tin for oral suspension. 

Authority: §§ 146C.201 to 146c.263 issued 
under sec. 507, 59 Stat. 463 as amended; 21 
U.S.C. 357. 

§ 146c.201 Chlortetracycline hydrochlo¬ 
ride (chlortetracycline hydrochloride 
salt). 

(a) Standards of identity, strength, 
quality, and purity. Chlortetracycline 
hydrochloride is the yellow hydrochloride 
salt or crystalline hydrochloride salt of a 
kind of chlortetracycline or a mixture of 
two or more such salts with or without 
one or more suitable and harmless buffer 
substances if it is intended for intraven¬ 
ous use. It is so purified and dried that: 

(1) Its potency, and the potency of the 
chlortetracycline used in the manufac¬ 
ture of chlortetracycline for intravenous 
use, is not less than 900 micrograms per 
milligram, except if it is intended for 
use solely in the manufacture of a veter¬ 
inary drug for nonparenteral use its 
potency is not less than 820 micrograms 
per milligram; 

(2) It is sterile; 

(3) It is nontoxic; 

(4) It is nonpyrogenic; 

(5) It contains no histamine nor his¬ 
tamine-like substances; 

(6) Its moisture content is not more 
than 2.0 percent; 

(7) Its pH in an aqueous solution con¬ 
taining 10 milligrams per milliliter is not 
less than 2.3 and not more than 3.3, ex¬ 
cept if it is intended for intravenous use 
and it contains buffer substances its pH 
is not less than 8 and not more than 9.5. 

(b) Packaging. In all cases the imme¬ 
diate containers shall be tight contain¬ 
ers as defined by the U. S. P. t shall be 
sterile at the time of filling and closing, 
shall be so sealed that the contents can- 
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not be used without destroying the seal, 
and shall be of such composition as will 
not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so caused 
which are normal and unavoidable in 
good packaging, storage, and distribu¬ 
tion practice shall be disregarded. In 
case it is intended for intravenous use, it 
shall be packaged in immediate contain¬ 
ers of colorless, transparent glass, closed 
by a substance through which a hypo¬ 
dermic needle may be introduced and 
withdrawn without removing the closure 
or destroying its effectiveness; each such 
container shall contain not more than 
1.0 gram unless it is intended solely for 
veterinary use and is conspicuously so 
labeled, and each shall contain one or 
more suitable and harmless buffer sub¬ 
stances, or each shall be packaged in 
combination with a container of a suit¬ 
able and harmless diluent. 

(c) Labeling —(1) It is packaged for 
dispensing and it is intended for use by 
man. In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on its label or labeling, as 
hereinafter indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date_,” 

the blank being filled in with the date 
that is 12 months, or if fit is crystalline 
chlortetracycline 60 months, after the 
month during which the batch was cer¬ 
tified, except that if it is crystalline 
chlortetracycline and it contains buffer 
substances the blank shall be filled in 
with the date that is 36 months after 
the month during which the batch was 
certified. 

(ii) On the circular or other labeling 
within or attached to the package, a 
statement of the conditions under which 
such solutions should be stored, including 
a reference to their instability when 
stored under other conditions, and a 
statement, “Sterile solutions must be in¬ 
jected immediately after preparation.” 

(2) It is packaged for dispensing and 
it is intended solely for veterinary use. 
Its label and labeling shall comply with 
all the requirements prescribed by sub- 
paragraph (1) of this paragraph, except, 
if it is not intended for intravenous use, 
in lieu of the statement “Caution: 
Federal law prohibits dispensing without 
prescription,” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. If it is intended 
for intravenous use, the labeling shall 
conform with the requirements pre¬ 
scribed by § 1.106(c) of this chapter and 
to the requirements of subparagraph (1) 
(i) and (ii) of this paragraph. 

(3) It is packaged solely for manufac¬ 
turing use and/or repacking. Each 
package shall bear on its outside wrapper 
or container and the immediate con¬ 
tainer the following: 

(i) The potency per milligram and the 
number of grams in the immediate 
container. 

(ii) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 


(iii) The statement “For manufactur¬ 
ing use,” “For repacking,” or “For 
manufacturing use or repacking.” 

(iv) The information required by sub- 
paragraph (1) (i) of this paragraph. 

(d) Request for certification , check 
tests and assays; samples . (1) In addi¬ 

tion to complying with the requirements 
of § 146.2 of this chapter, a person who 
requests certification of a batch shall 
submit with his request a statement 
showir^g the batch mark, the number of 
packages of each size in the batch, the 
number of milligrams in each package, 
and (unless it was previously submitted) 
the date on which the latest assay of the 
drug comprising the batch was com¬ 
pleted; and if it is intended for intra¬ 
venous use and contains buffer sub¬ 
stances, the date and the results of the 
latest test for potency of the chlortetra¬ 
cycline used in making such batch. Such 
request shall be accompanied or followed 
by the results of tests and assays made 
by him on the batch for potency, steril¬ 
ity, toxicity, pyrogens, histamine con¬ 
tent, crystallinity (if it is the crystalline 
salt), moisture, and pH. If such batch 
or any part thereof is to be packaged 
with a solvent such request shall also be 
accompanied by a statement that such 
solvent conforms to the requirements 
prescribed therefor by this section. 

(2) If such batch is packaged for dis¬ 
pensing, such person shall submit with 
his request an accurately representative 
sample of the batch, consisting of the 
following: 

(i) For all tests except sterility; 1 im¬ 
mediate container for each 5,000 imme¬ 
diate containers in such batch, but in 
no case less than 8 immediate con¬ 
tainers. 

(ii) For sterility testing; 10 immedi¬ 
ate containers. 

Such sample shall be collected by taking 
single immediate containers at such in¬ 
tervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(3) If such batch is packaged for re¬ 
packing or for use as an ingredient in 
the manufacture of another drug, such 
person shall submit with his request an 
accurately representative sample of the 
batch, consisting of the following: 

(i) For all tests except sterility; 5 
packages, each containing approximately 
0.5 gram. 

(ii) For sterility testing; 10 packages, 
each containing approximately 40 milli¬ 
grams. 

Each such package shall be packaged in 
accordance with the requirements of 
paragraph (b) of this section. 

(4) In connection with contemplated 
requests for certification of repacked 
batches or batches of another drug in 
the manufacture of which it is to be used, 
the manufacturer of a batch which is to 
be so repacked or used may request the 
Commissioner to make check tests and 
assays on a sample of such batch, taken 
as prescribed by subparagraph (3) of 
this paragraph. From the information 
required by subparagraph (1) of this 
paragraph may be omitted results of 
tests and assays not required for the 


batch when used in such other dm* 
The Commissioner shall report to such 
manufacturer results of such check testa 
and assays as are so requested. 

(5) If such batch is intended for in 
travenous use and it contains buffer 
substances, such person shall submit id 
connection with his request (unless i\ 
has been previously submitted) one im« 
mediate container containing approxi- 
mately 0.5 gram of the chlortetracycline 
used in making such batch. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $10.00 for each immediate con 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (2) (i),( 3 ) 
(i), and (4) of this section; $4.00* for 
each immediate container in the sample 
submitted in accordance with paragraph 
(d) (5) of this section; $10.00 for all con¬ 
tainers submitted in accordance with 
paragraph (d)(2)(ii) and (3) (ii) of this 
section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 

§ 146c.202 Clilortelracycline liydrochlo. 
ride ointment; chlortetracycline cal¬ 
cium ointment; chlortetracycline cal¬ 
cium cream; tetracycline hydrochlo¬ 
ride ointment (tetracycline hydro¬ 
chloride in oil suspension) ; tetracy¬ 
cline ointment (tetracycline cream). 

(a) Standards of identity, strength, 
quality and purity. Chlortetracycline 
hydrochloride ointment, tetracycline 
hydrochloride ointment, and tetracycline 
ointment are crystalline chlortetracy¬ 
cline hydrochloride, chlortetracycline 
calcium, tetracycline hydrochloride, or 
tetracycline, in a suitable and harmless 
ointment base. It may contain a suit¬ 
able local anesthetic, cortisone, hydro¬ 
cortisone, or a suitable ester of cortisone 
or hydrocortisone, and one or more suit¬ 
able and harmless preservatives and 
stabilizing agents. Its moisture content 
is not more than 1 percent if it is chlor¬ 
tetracycline hydrochloride or tetracy¬ 
cline hydrochloride ointment. Its po¬ 
tency is not less than 1 milligram per 
gram. The chlortetracycline hydrochlo¬ 
ride used in making the chlortetracycline 
hydrochloride ointment and in prepar¬ 
ing the chlortetracycline calcium used 
in making the chlortetracycline calcium 
ointment conforms to the requirements 
of § 146c.201(a), except § 146c.201(a) 
(1), (2), (3), (4), and (5), but its po¬ 
tency is not less than 750 fig. per milli¬ 
gram. The tetracycline hydrochloride 
used conforms to the requirements of 
§ 146c.218(a), except § 146c.218(a) (2), 

(3), (4), and (5). The tetracycline used 
conforms to the requirements of 
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1 146c.220(a). Each other ingredient 
Ld if its name is recognized in the 
Fs p. or N.F., conforms to the standards 
Prescribed therefor by such official com¬ 
pendium. _ . . . . „ 

Hb) Packaging . The ointment shall 
L packaged in collapsible tubes which 
lL W ell-closed containers as defined by 
Ke U. S. P., or in containers of glass or 
EJastic that are tight containers as de¬ 
fined by the U. S. P. Unless it is labeled 
Uely for hospital use, each such con¬ 
tainer shall contain not more than 2 
Cnees, except if it is intended for oph¬ 
thalmic use each such container shall 
Contain not more than Ya -ounce, if it is 
E collapsible tube, or more than V 2 -ounce 
h it is a tight container. Each such con¬ 
tainer shall be of such composition as 
Ul not cause any change in the 
fctrength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
Changes so caused that are normal and 
Unavoidable in good packaging, storage, 
bd distribution practices shall be 
disregarded. 

[ (c) Labeling —(1) It is packaged for 
Ophthalmic use by man or it is intended 
C for use by man and it contains cortisone, 
hydrocortisone, or an ester of cortisone 
or hydrocortisone . In addition to the 
labeling requirements prescribed by 
|§ 1.106(b) of this chapter (regulations 
issued under section 502(f) of the act), 
each package shall bear on its label or 
labeling, as hereinafter indicated, the 
[following: 

1 (i) The statement “Expiration date 

_the blank being filled in 

with the date that is 48 months if it is 
chlortetracycline hydrochloride ointment 
or tetracycline hydrochloride ointment, 
or 24 months if it is chlortetracycline cal- 
Icium ointment, after the month during 
(which the batch was certified, except 
that the blank may be filled in with the 
date that is 36 months, 48 months, or 60 
months after the month during which 
the batch was certified if the person who 
requests certification has submitted to 
the Commissioner results of tests and 
assays showing that after having been 
stored for such period of time the drug 
as prepared by him complies with the 
standards prescribed by paragraph (a) 
of this section. 

(ii) If it contains one or more of the 
active ingredients specified in paragraph 

(a) of this section, after the name 
“chlortetracycline ointment,” “chlortet¬ 
racycline calcium ointment,” “chlortet¬ 
racycline calcium cream,” “tetracycline 
hydrochloride ointment,” or “tetracy¬ 
cline ointment,” wherever it appears, the 
words “with_,” in juxtaposi¬ 

tion with such name, the blank being 
filled in with the common or usual name 
of each such ingredient used. 

(2) It is intended for use by man; it 
is not packaged for ophthalmic use, and 
it does not contain cortisone, hydrocorti¬ 
sone, or an ester of cortisone or hydro¬ 
cortisone. Its label and labeling shall 
comply with all the requirements pre¬ 
scribed by subparagraph (1) of this 
paragraph, except that in lieu of the 
statement “Caution: Federal law pro¬ 
hibits dispensing without prescription,” 
each package shall contain a circular or 
other labeling within or attached to the 
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package bearing adequate directions and 
warnings for the prophylactic use of such 
ointment. 

(3) It is packaged for dispensing and 
it is intended solely for veterinary use. 
Its label and labeling shall comply with 
all the requirements prescribed by sub- 
paragraph (1) of this paragraph, except 
that in lieu of the statement “Caution: 
Federal law prohibits dispensing with¬ 
out prescription,” each package shall in¬ 
clude information containing directions 
and warnings adequate for the veterinary 
use of the drug by the laity. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch of ointment shall submit 
with his request a statement showing the 
batch mark, the number of packages of 
.each size in such batch, the batch mark 
and (unless it was previously submitted) 
the date on which the latest assay of the 
chlortetracycline, tetracycline hydro¬ 
chloride or tetracycline used in making 
such batch was completed, the quantity 
of each ingredient used in making the 
batch, the date on which the latest assay 
of the drug comprising such batch was 
completed, and that each component of 
the ointment base used conforms to the 
requirements prescribed therefor by this 
section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency and moisture. 

(ii) The chlortetracycline hydrochlo¬ 
ride or tetracycline hydrochloride or tet¬ 
racycline used in making the batch; po¬ 
tency, moisture, pH, crystallinity, and 
absorptivity, if it is tetracycline hydro¬ 
chloride or tetracycline. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch; one package for each 
5,000 packages in the batch, but in no 
case less than five packages, collected by 
taking single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The chlortetracycline, tetracycline 
hydrochloride or tetracycline used in 
making the batch; ten packages, con¬ 
taining approximately equal portions of 
not less than 60 milligrams each, pack¬ 
aged in accordance with the require¬ 
ments of § 146C.201 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch: 1 package of each 
component of the ointment base, each 
containing approximately 200 grams; 1 
package of each preservative used, each 
containing approximately 5 grams; and 
if cortisone, hydrocortisone, or an ester 
of cortisone or hydrocortisone is used, 1 
package of such ingredient, containing 
approximately 100 milligrams. 


(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required if 
such result or sample has been previously 
submitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch of 
ointment under the regulations in this 
part shall be: 

(1) $4.00 for each package in the sam¬ 
ples submitted in accordance with para¬ 
graph (d) (3) (i), (ii), and (iii) of this 
section; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 

§ 146c.203 Chlortetracycline troches 
(chlortetracycline hydrochloride tro¬ 
ches) ; tetracycline hydrochloride tro¬ 
ches. 

(a) Standards of identity, strength, 
quality, and purity. Chlortetracycline 
troches and tetracycline hydrochloride 
troches are troches composed of crys¬ 
talline chlortetracycline or crystalline 
tetracycline hydrochloride and one or 
more suitable and harmless diluents, 
binders, and lubricants, with or with¬ 
out one or more suitable and harm¬ 
less preservatives, colorings, and flavor¬ 
ings. The potency of each troche is not 
less than 5 milligrams; the moisture con¬ 
tent is not more than 2 percent. The 
chlortetracycline used conforms to the 
requirements of §146c.201 (a), except 
§ 146C.201 (a) (1), (2), (4) and (5), but 
its potency is not less than 750 micro¬ 
grams per milligram. The tetracycline 
hydrochloride used conforms to the re¬ 
quirements of § 146C.218 (a), except 
§ 146C.218 (a) (2), (4) and (5). Each 
other substance used, if its name is rec¬ 
ognized in the U. S. P. or N. F., conforms 
to the standards prescribed therefor by 
such official compendium. 

(b) Packaging. Unless each troche 
is enclosed in foil or plastic film and 
such enclosure is a tight container as 
defined by the U. S. P., except the pro¬ 
vision that it shall be capable of 
tight reclosure, the immediate container 
shall be a tight container as so de¬ 
fined. The immediate container may 
also contain a desiccant separated from 
the troches by a plug of cotton or other 
like material. The composition of the 
immediate container, or foil or film en¬ 
closure, shall be such as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused which are 
normal and unavoidable in good pack¬ 
aging, storage, and distribution practice 
shall be disregarded. 

(c) Labeling. In addition to the la¬ 
beling requirements prescribed by § 1.106 
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(b) of this chapter (regulations issued 
under section 502(f) of the act), each 
package shall bear on the outside wrap¬ 
per or container and the immediate con¬ 
tainer, the statement “Expiration date 

-,” the blank being filled in 

with the date that is 24 months after 
the month during which the batch was 
certified, except that the blank may be 
filled in with the date that is 36 months, 
or 48 months, or 60 months after the 
month during which the batch was cer¬ 
tified if the person who requests certifi¬ 
cation has submitted to the Commis¬ 
sioner results of tests and assays show¬ 
ing that after being stored for such 
period of time such drug as prepared by 
him complies with the standards pre¬ 
scribed therefor by paragraph (a) of this 
section. 

(d) Requests for certification; samples. 

(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of 
a batch of troches shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 
(unless it was previously submitted) the 
date on which the latest assay of the 
chlortetracycline or tetracycline hydro¬ 
chloride used in making such batch was 
completed, the number of milligrams in 
each troche, the quantity of each ingre¬ 
dient used in making the batch, the date 
on which the latest assay of the troches 
comprising such batch was completed, 
and a statement that each ingredient 
used in making the batch conforms to 
the requirements prescribed therefor by 
this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
sample of: 

(i) The batch; average potency per 
troche and average moisture. 

(ii) The chlortetracycline or tetracy¬ 
cline hydrochloride used in making the 
batch; purity, toxicity, moisture, pH, 
crystallinity, and absorptivity if it is 
tetracycline hydrochloride. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(1) The batch; one troche for each 
5,000 troches in the batch, but in no case 
less than 30 troches, collected by 
taking single troches at such intervals 
throughout the entire time the troches 
are being made that the quantities made 
during the intervals are approximately 
equal. 

(ii) The chlortetracycline or tetracy¬ 
cline hydrochloride used in making the 
batch; 10 packages, each containing ap¬ 
proximately equal portions of not less 
than 60 milligrams, packaged in accord¬ 
ance with the requirements of § 146C.201 
(b). 

' (iii) In case of an initial request for 
certification, each other substance used 
in making the batch; one package of 
each containing approximately 5 grams. 


(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
troches under the regulations in this 
part shall be: 

(1) $0.75 for each troche in the sample 
submitted in accordance with paragraph 
(d) (3) (i) of this section, $4.00 for each 
package in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (ii) 
and (iii) of this section; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such troches, are necessary to de¬ 
termine whether or not such batch com¬ 
plies with the requirements of § 146.3 of 
this chapter for the issuance of a certifi¬ 
cate, the cost of such investigations. 
The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146c.204 Chlortetracycline hydrochlo¬ 
ride capsules; tetracycline hydro¬ 
chloride capsules; tetracycline cap¬ 
sules ; tetracycline phosphate com¬ 
plex capsules. 

(a) Standards of identity, strength, 
quality, and purity. Chlortetracycline 
hydrochloride capsules, tetracycline hy¬ 
drochloride capsules, tetracycline cap¬ 
sules and tetracycline phosphate com¬ 
plex capsules are capsules composed 
of crystalline chlortetracycline hy¬ 
drochloride, tetracycline hydrochlo¬ 
ride, tetracycline, or tetracycline phos¬ 
phate complex, with or without one or 
more suitable sulfonamides, analgesic 
substances, antihistaminics, and with or 
without one or more suitable and harm¬ 
less vitamin substances, buffer sub¬ 
stances, vegetable oils, preservatives, 
diluents, binders, lubricants, colorings, 
and flavorings and glucosamine hydro¬ 
chloride, enclosed in a gelatin capsule. 
Each capsule shall contain not less than 
50 milligrans of chlortetracycline hydro¬ 
chloride, tetracycline hydrochloride, 
tetracycline, or tetracycline phosphate 
complex, unless it is intended solely for 
veterinary use and is conspicuously so 
labeled. Its moisture content is not more 
than 2 percent if it contains chlor¬ 
tetracycline hydrochloride, not more 
than 3 percent if it contains tetracycline 
(not more than 9 percent if it contains 
sodium metaphosphate as a buffer sub¬ 
stance), not more than 4 percent if it 
contains tetracycline hydrochloride, and 
not more than 9 percent if it contains 
tetracycline phosphate complex, except 
that in no case shall it be more than 3 
percent if it contains vitamins. The 
chlortetracycline hydrochloride used 
conforms to the requirements of 
§ 146C.201 (a), except § 146C.201 (a) (2), 
(4), and (5). The tetracycline hydro¬ 
chloride used conforms to the require¬ 
ments of § 146c.218 (a), except § 146C.218 
(a) (2), (4), and (5). The tetracycline 
used conforms to the requirements of 
§ 146c. 220 (a). The tetracycline phos¬ 
phate complex used conforms to the re¬ 


quirements of § 146C.232. Each other 
substance used, if its name is recognized 
in the U.S.P. or N.P., conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging. Unless each capsule 
is enclosed in a foil or plastic film and 
such enclosure is a tight container as 
defined by the U. S. P., except the provi¬ 
sion that it shall be capable of tight re¬ 
closure, the immediate container shall be 
a tight container as so defined. The im¬ 
mediate container may also contain a 
desiccant separated from the capsules by 
a plug of cotton or other like material 
The composition of the immediate con¬ 
tainer, or of the foil or film enclosure 
shall be such as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limit there¬ 
for in applicable standards, except that 
minor changes so caused which are nor¬ 
mal and unavoidable in good packaging, 
storage, and distribution practice shall 
be disregarded. 

(c) Labeling—(1 ) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
the outside wrapper or container and 
the immediate container, as hereinafter 
indicated, the following: 

(i) The statement “Expiration date 

-,” the blank being filled in 

with one of the following dates after the 
month during which the batch was cer¬ 
tified : 

(a) If chlortetracycline hydrochloride 
is used, 60 months. 

( b ) If tetracycline hydrochloride is 
used, 48 months, except that the date 
that is 60 months may be used if the 
person who requests certification has 
submitted to the Commissioner results of 
tests and assays showing that after hav¬ 
ing been stored for such period of time 
such drug as prepared by him complies 
with the standards prescribed therefor 
by paragraph (a) of this section. 

(c) If tetracycline is used, 36 months. 

(d) If tetracycline phosphate complex 
is used, or if it contains one or more 
vitamin substances, analgesic substances, 
antihistaminics, or caffeine, 24 months, 
except that the blank may be filled in 
with the date that is 36 months, 48 
months, or 60 months, after the month in 
which the batch was certified, if the per¬ 
son who requests certification has sub¬ 
mitted to the Commissioner results of 
tests and assays showing that after hav¬ 
ing been stored for such period of time 
such drug as prepared by him complies 
with the standards prescribed by para¬ 
graph (a) of this section. 

(e) If it contains sodium metaphos¬ 
phate, 36 months. 

(ii) If it contains, in addition to 
chlortetracycline hydrochloride, tetra¬ 
cycline hydrochloride, tetracycline, or 
tetracycline phosphate complex, one or 
more of the active ingredients specified 
in paragraph (a) of this section, after 
the name “chlortetracycline hydrochlo¬ 
ride capsules/’ “tetracycline hydroclo- 
ride capsules,” “tetracycline capsules,” 
or “tetracycline phosphate complex cap¬ 
sules,” wherever it appears, the words 
“with-(the blank being filled 
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in with the common or usual name of 
each other ingredient)," in juxtaposition 
with such name. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription," each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the chlortetracycline, 
tetracycline hydrochloride, tetracycline 
or tetracycline phosphate complex used 
in making such batch was completed, 
the number of milligrams in each cap¬ 
sule, the quantity of each ingredient 
used in making the batch, the date on 
which the latest assay of the drug com¬ 
prising such batch was completed, and 
a statement that each ingredient used 
in making the batch conforms to the 
requirements prescribed therefor, if any, 
by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; average potency per 
capsule and average moisture. 

(ii) The chlortetracycline, tetracycline 
hydrochloride, tetracycline, or tetracy¬ 
cline phosphate complex used in making 
the batch: Potency, toxicity, moisture, 
pH, crystallinity, absorptivity (if it is 
tetracycline hydrochloride, tetracycline, 
or tetracycline phosphate complex), and 
identity if it is tetracycline phosphate 
complex. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch; one capsule for each 
5,000 capsules in the batch, but in no case 
less than 30 capsules, collected by taking 
single capsules at such intervals through¬ 
out the entire time of preparation that 
the quantities encapsulated during the 
intervals are approximately equal. 

(ii) The chlortetracycline, tetra¬ 
cycline hydrochloride, tetracycline, or 
tetracycline phosphate complex used in 
making the batch: 10 packages, each 
containing approximately equal portions 
of not less than 60 milligrams, and if it 
is tetracycline phosphate complex, one 
additional package containing approxi¬ 
mately 1 gram. Each such package shall 
be packaged in accordance with the re¬ 
quirements of § 146c.201(b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
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in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $0.75 for each capsule in the sample 
submitted in accordance with paragraph 
(d) (3) (i) of this section, $4.00 for each 
package in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (ii) 
and (iii) of this section; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such capsules and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification, unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146c.205 Chlortetracycline powder 
(chlortetracycline hydrochloride pow¬ 
der) ; tetracycline hydrochloride 
powder; tetracycline powder. 

(a) Standards of identity, strength, 
quality , and purity. Chlortetracycline 
powder, tetracycline hydrochloride 
powder, and tetracycline powder are 
crystalline chlortetracycline hydro¬ 
chloride, tetracycline hydrochloride, or 
tetracycline, with or without glucos¬ 
amine hydrochloride and one or more 
suitable and harmless vitamin sub¬ 
stances, with or without one or more 
suitable analgesic substances and anti- 
histaminics, and with or without suitable 
and harmless buffer substances, preserv¬ 
atives, diluents, colorings, and flavor¬ 
ings. The content of chlortetracycline 
or tetracycline hydrochloride or tetracy¬ 
cline is not less than 15 milligrams per 
gram of powder. The moisture content 
of chlortetracycline powder or tetracy¬ 
cline hydrochloride powder is not more 
than 2 percent. The moisture content of 
tetracycline powder is not more than 7.5 
percent. The chlortetracycline used 
conforms to the requirements of § 146c.- 
201 (a), except § 146C.201 (a) (2), (4), 
and (5). The tetracycline hydrochloride 
used conforms to the requirements of 
§ 146C.218 (a), except subparagraphs (2), 
(4), and (5) of that paragraph. The 
tetracycline used conforms to the re¬ 
quirements of § 146c.220 (a). Each 

other substance used, if its name is rec¬ 
ognized in the U. S. P. or N. F., conforms 
to the standards prescribed therefor by 
such official compendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. The 
composition of the immediate container 
shall be such as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limits therefor in 
applicable standards, except that minor 
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changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
the outside wrapper or container and the 
immediate container, as hereinafter in¬ 
dicated, the following: 

(i) The statement “Expiration date 

_," the blank being filled in 

with the date that is 60 months after the 
month during which the batch was cer¬ 
tified if it is chlortetracycline hydro¬ 
chloride powder; or if it is tetracycline 
hydrochloride powder or tetracycline 
pov/der the blank is filled in with the 
date that is 24 months after the month 
during which the batch was certified, ex¬ 
cept that the blank may be filled in with 
the date that is 36 months, 48 months, 
or 60 months after the month during 
which the batch was certified if the per¬ 
son who requests certification has sub¬ 
mitted to the Commissioner results of 
tests and assays showing that after hav¬ 
ing been stored for such period of time 
such drug as prepared by him complies 
with the standards prescribed by para¬ 
graph (a) of this section; except that if 
it contains one or more vitamin sub¬ 
stances, analgesic substances, or anti- 
histaminics, the blank is filled in with 
the date that is 24 months after the 
month during which the batch was 
certified. 

(ii) If it contains, in addition to 
chlortetracycline hydrochloride, tetracy¬ 
cline hydrochloride, or tetracycline, one 
or more of the other active ingredi¬ 
ents specified in paragraph (a) of this 
section, after the name “chlortetra¬ 
cycline powder," “tetracycline hydro¬ 
chloride powder," or "tetracycline pow¬ 
der," wherever such name appears, 

the words “with_(the blank 

being filled in with the common or 
usual name of each other such ingredi¬ 
ent) ,” in juxtaposition with such name. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by sub- 
paragraph (1) of this paragraph, ex¬ 
cept that in lieu of the statement “Cau¬ 
tion: Federal law prohibits dispensing 
without prescription," each package shall 
include information containing direc¬ 
tions and warnings adequate for the 
veterinary use of the drug by the laity. 

(d) Request for certification; samples . 
(1) In addition to complying with the re¬ 
quirements of § 146.2 of this chapter, 
a person who requests certification of 
a batch shall submit with his request 
a statement showing the batch mark, 
the number of packages of each size in 
such batch, the batch mark and (unless 
it was previously submitted) the date 
on which the latest assay of the chlor¬ 
tetracycline, tetracycline hydrochloride 
or tetracycline used in making such 
batch was completed, the number of 
milligrams in each immediate container, 
the quantity of each ingredient used in 
making the batch, the date on which 










13172 


RULES AND REGULATIONS 


the latest assay of the drug compris¬ 
ing such batch was completed, and a 
statement that each ingredient used in 
making the batch conforms to the re¬ 
quirements prescribed therefor, if any, 
by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
sample of: 

(i) The batch; potency and moisture. 

(ii) The chlortetracycline, tetracycline 
hydrochloride, or tetracycline used In 
making the batch; potency, toxicity, 
moisture, pH, crystallinity, and absorp¬ 
tivity if it is tetracycline hydrochloride 
or tetracycline. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
indicated, accurately representative sam¬ 
ples of the following: 

(i) The batch; one immediate con¬ 
tainer for each 5,000 containers in the 
batch, but in no case less than 5 im¬ 
mediate containers, unless each such 
container is packaged to contain more 
than 1.0 gram, in which case the sample 
shall consist of 1.0 gram for each 5,000 
immediate containers in the batch, but 
in no case less than five 1.0-gram por¬ 
tions, except if it is intended for use as 
an ingredient in the drinking water of 
animals, each portion in the sample sub¬ 
mitted shall consist of 1 ounce in lieu of 
1.0 gram. Such sample shall be collected 
by taking single immediate containers, 
1 .0-gram portions, or 1-ounce portions at 
such intervals throughout the entire time 
the containers are being filled that the 
quantities filled during the intervals are 
approximately equal. 

(ii) The chlortetracycline, tetracycline 
hydrochloride, or tetracycline used in 
making the batch; 10 packages, eacji 
containing approximately equal portions 
of not less than 60 milligrams, packaged 
in accordance with the requirements of 
§ 146C.201 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i), 
(ii), and (iii) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 


request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

(f) Exemption of chlortetracycline 
powder for veterinary use , tetracycline 
hydrochloride powder for veterinary use , 
and tetracycline powder for veterinary 
use from certification. Chlortetracy¬ 
cline powder, tetracycline hydrochloride 
powder, and tetracycline powder that 
conform to the requirements of para¬ 
graphs (a) (except that if they contain 
one or more added vitamin substances 
such substances are essential for nutri¬ 
tive purposes, and except that they may 
contain one or more added mineral sub¬ 
stances essential for nutritive purposes), 
(b), and (c) of this section shall be ex¬ 
empt from the requirements of sections 
502 (1) and 507 of the act, if they com¬ 
ply with all the following conditions: 

(1) They are intended solely for vet¬ 
erinary use and are conspicuously so 
labeled. 

(2) If they contain added vitamins or 
minerals, the labels bear the name and 
quantity of each such substance and a 
statement that such substances are pres¬ 
ent only for furnishing additional vita¬ 
mins and minerals while animals are 
eating less feed. 

(3) The labels bear an expiration date 
that is not more than 60 months, or 24 
months if it contains a vitamin sub¬ 
stance, after the month during which 
the batch was last assayed and released 
by the manufacturer. 

(4) The labels bear a statement that 
solutions prepared with the drugs are 
stable for not more than 24 hours. 

(5) The circular or other labeling 
within or attached to the package bears 
information that only the antibiotics are 
intended for the prevention or treatment 
of the following conditions, and further, 
bears directions and warnings adequate 
for such use: 

(i) Pinkeye and superficial cuts and 
abrasions. 

(ii) Bacterial enteritis in swine. 

(iii) Bacterial pneumonia in swine. 

(iv) Chronic respiratory disease (air- 
sac infection), hexamitiasis, blue comb 
(mud fever, nonspecific infectious 
enteritis) in poultry. 

(v) Infectious sinusitis in poultry. 

(vi) Synovitis in poultry. 

(vii> Bacterial pneumonia in calves. 

(viii) Shipping fever (hemorrhagic 
septicemia) in calves. 

§ 146e.206 Chlortetracycline ophthalmic 
(chlortetracycline hydrochloride 
ophthalmic); tetracycline hydro¬ 
chloride ophthalmic. 

(a) Standards of identity, strength, 
quality, and purity. Chlortetracycline 
ophthalmic and tetracycline hydro¬ 
chloride ophthalmic is crystalline chlor- 
tetracyline or crystalline tetracycline 
hydrochloride, with or without one 
or more suitable and harmless pre¬ 
servatives, buffer substances, and dilu¬ 
ents. It is sterile. Its moisture content 
Is not more than 5 percent. The chlor¬ 
tetracycline or tetracycline hydrochlo¬ 
ride is of such quantity that when 
dissolved as directed the potency of such 
solution is not less than 1,000 micrograms 
per milliliter and maintains its labeled 




potency after it has been kept for 
days at a temperature of 15 ° c (50 
P.). Such solution has a pH of not le, 
than 7.9 and not more than 8 4 Th 
chlortetracycline used conforms to th 
requirements of § 146c.201 (a) exceo 
subparagraphs ( 2 ), (4), and ( 5 ) and th 
tetracycline hydrochloride used conform 
to the requirements of § 146c.218 (a) ex 
cept subparagraphs ( 2 ), ( 4 ), and ( 5 ) 
Each other buffer and diluent used 
its name is recognized in the U s F 
or N. F„ conforms to the standards Dre 
scribed therefor by such offlcia 
compendium. 

(b) Packaging. The immediate con 
tainer shall be a tight container as de 
fined by the U. S. P.; its closure shall tx 
one through which a hypodermic needli 
cannot be introduced; and the containei 
shall be of such composition as will no 
cause any change in the strength qual ■- 
ity, or purity of the contents beyond anlati 
limit therefor in applicable standards! 
except that minor changes so cause#* 1 * 
which are normal and unavoidable i!P a 
good packaging, storage, and distributioi 
practice shall be disregarded. Each sucl 
container shall contain not less than ‘ 
milligrams, and each may be packagec 
in combination with a container of th( 
solvent, sterile distilled water U. S. P. 

(c) Labeling —( 1 ) It is packaged 

dispensing and intended for use by man! 811 
In addition to the labeling requirement!^ 
prescribed by § 1 . 106 (b) of this chapteiBj 
(regulations issued under section 502(f | 
of the act), each package shall bear oil 
the outside wrapper or container and th( 
immediate container the statement “Ex¬ 
piration date-” the blank be¬ 

ing filled in with the date that is 41 
months, if it is chlortetracycline ophthal¬ 
mic; or if it is tetracycline hydrochloride 
ophthalmic, the blank is filled in with 
the date that is 12 months after the 
month during which the batch was cer¬ 
tified, except that the blank may be filled 
in with the date that is 24 months, 36 
months, 48 months, or 60 months after 
the month during which the batch was 
certified if the person who requests cer¬ 
tification has submitted to the Commis¬ 
sioner results of tests and assays showing 
that after having been stored for such 
period of time, such drug as prepared by 
him complies with the standards pre¬ 
scribed by paragraph (a) of this section. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph ( 1 ) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription,” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for clarification; samples. 

(1) In addition to complying with the 
requirements of § 146.2 of this chapter 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless pre¬ 
viously submitted) the date on which the 
latest assay of the chlortetracycline or 
tetracycline hydrochloride used in mak- 
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such batch was completed, the num- 
0 f milligrams in each immediate 
Sitainer, the quantity of each buffer 
and diluent used in making the batch, 
toe date on which the latest assay of 
the drug comprising such batch was 
completed, and a statement that each 
buffer and diluent used in making the 
atch conform to the requirements pre¬ 
yed therefor, if any, by this section, 
rf such batch or any part thereof is 
>0 be packaged with a solvent, such re¬ 
vest shall also be accompanied by a 
statement that such solvent conforms to 
the requirements prescribed therefor by 
fois section. ,, , , 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent- 
itive sample of: 

(i) The batch; potency, sterility, 
moisture, and pH of the solution pre¬ 
pared as directed in its labeling. 

(ii) The chlortetracycline or tetra¬ 
cycline hydrochloride used in making the 
batch; potency, toxicity, moisture, pH, 
crystallinity, and absorptivity, if it is 
tetracycline hydrochloride. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in the batch, but in 
no case less than 5 immediate contain¬ 
ers. 

(b) For sterility testing; 10 immediate 
containers. 

Such samples shall be collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The chlortetracycline or tetracy¬ 
cline hydrochloride used in making the 
batch; ten packages, each containing 
approximately equal portions of not less 
than 60 milligrams packaged in accord¬ 
ance with the requirements of § 146C.201 
(b). 

(iii) In case of an initial request for 
certification, each buffer and diluent 
used in making the batch; one package 
of each containing approximately 5 

grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required 
if such result or sample has been pre¬ 
viously submitted. 

(e) Fees . The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) $4.00 for each immediate container 
in the samples submitted in accordance 
with paragraph (d) (3) (i) (a), (ii), and 

(iii) of this section; $10.00 for all con¬ 
tainers submitted in accordance with 
Paragraph (d) (2) (i) (b) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
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necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§ 146c.207 Chlortetracycline hyrdochlo- 
ride tablets; tetracycline hydrochlo¬ 
ride tablets; tetracycline tablets. 

(a) Chlortetracycline hydrochloride 
tablets, tetracycline hydrochloride tab¬ 
lets, and tetracycline tablets are tablets 
that conform to all requirements and 
are subject to all procedures prescribed 
by § 146C.204 for chlortetracycline hy¬ 
drochloride capsules, tetracycline hydro¬ 
chloride capsules, and tetracycline cap¬ 
sules, except that the average moisture 
content of the tablets is not more than 
3.0 percent. In addition to the require¬ 
ments prescribed by § 146c.204, tablets 
not exceeding 15 millimeters in diameter, 
or not intended only for preparing solu¬ 
tions, shall disintegrate within 1 hour. 
A person who requests certification shall 
therefore also submit for disintegration- 
time studies, results of this test made by 
him and a sample of 6 tablets. The fee 
for the tablets submitted for disintegra¬ 
tion-time studies shall be $3.00. 

(b) Exemption of chlortetracycline 
hydrochloride tablets from certification . 
Chlortetracycline hydrochloride tablets 
that conform to the requirements of par¬ 
agraph (a) of this section (except that 
it may contain one or more essential vi¬ 
tamin and mineral substances for nutri¬ 
tive purposes; and the chlortetracycline 
hydrochloride used in making the tab¬ 
lets may conform to § 146C.219 (a)) shall 
be exempt from the requirements of sec¬ 
tions 502 (1) and 507 of the act, if they 
comply with all the following conditions: 

(1) If the drug contains added vita¬ 
mins or minerals, its label bears the 
name and quantity of each such sub¬ 
stance and a statement that such sub¬ 
stances are present only for furnishing 
additional vitamins and minerals while 
the birds are eating less feed. 

(2) The labels bear an expiration date 
that is not more than 24 months after 
the month during which the batch was 
last assayed and released by the manu¬ 
facturer 

(3) The label bears a statement that 
solutions prepared with the drug are sta¬ 
ble for not more than 24 hours. 

(4) The circular or other labeling 
within or attached to the package bears 
information that only the antibiotic is 
intended for use in the prevention or 
treatment of the following conditions of 
parakeets and canaries, due to organisms 
sensitive to chlortetracycline, and fur¬ 
ther, bears directions and warnings ade¬ 
quate for such uses: 

(i) Respiratory disease, bacterial 
(pneumonia, bronchitis, rhinitis). 

(ii) Infectious arthritis due to a filter¬ 
able agent. 

(iii) Bacterial enteritis. 

(iv) Stimulate food intake, growth, 
and to maintain body weight. 
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(v) When intended for use in the con¬ 
ditions set forth in subdivisions (i), (ii), 
and (iii), of this subparagraph, the 
potency must be such, that when used as 
directed in the labeling, each ounce of 
drinking water contains not less than 25 
milligrams of chlortetracycline. 

(vi) When intended for use in the 
conditions set forth in subdivision (iv) 
of this subparagraph, the potency must 
be such, that when used as directed in 
the labeling, each ounce of drinking 
water contains not less than 5.0 milli¬ 
grams of chlortetracycline. 

§ 146c.208 Chlortelracycline otic (chlor¬ 
tetracycline hydrochloride otic, chlor¬ 
tetracycline hydrochloride for ear 

* solution) ? tetracycline hydrochloride 
otic (tetracycline hydrochloride for 
ear solution). 

(a) Standards of identity, strength, 
quality, and purity. Chlortetracycline 
otic, tetracycline otic is a packaged com¬ 
bination of one immediate container of 
crystalline chlortetracycline or crystal¬ 
line tetracycline hydrochloride and one 
immediate container of a suitable and 
harmless solution. The chlortetracy¬ 
cline or tetracycline hydrochloride is of 
such quantity that when dissolved as 
directed the potency of such solution is 
not less than 5 milligrams per milliliter 
after it has been kept for 7 days at a 
temperature of 15° C. (59° F.). The 
chlortetracycline used conforms to the 
requirements of § 146c.201(a), except 
§ 146c.201(a) (2), (3), (4), and (5). The 
tetracycline hydrochloride used conforms 
to the requirements of § 146c.218(a), ex¬ 
cept § 146c.218(a) (2), (3), (4), and (5). 
Each substance used in the preparation 
of the solution contained in the pack¬ 
aged combination, if its name is recog¬ 
nized in the U.S.P. or N.F., conforms to 
the standards prescribed therefor by 
such official compendium. 

(b) Packaging. Each immediate con¬ 
tainer shall be a tight container as de¬ 
fined by the U. S. P. and shall be of such 
composition as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. 

(c) Labeling—a) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
the label or labeling, as hereinafter in¬ 
dicated, the following: 

(i) On the outside wrapper or con¬ 

tainer and on the immediate container 
of the chlortetracycline or tetracycline 
hydrochloride, the statement “Expira¬ 
tion date__,” the blank being 

filled in with the date that is 36 months 
after the month during which the batch 
was certified. 

(ii) On the outside wrapper or con¬ 
tainer and on the immediate container 
of the solution in the packaged combina¬ 
tion, a statement giving the method of 
dissolving the chlortetracycline or tetra¬ 
cycline hydrochloride in the solution and 
the conditions under which the solution 
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should be stored, including reference to 
its instability when stored under other 
conditions, and the statement, ‘‘The so¬ 
lution may be kept in a refrigerator for 
1 week without significant loss of po¬ 
tency.” 

(2) It is packaged for dispensing and 
it is intended solely for veterinary use. 
Its label and labeling shall comply with 
all the requirements prescribed by sub- 
paragraph (1) of this paragraph, except 
that in lieu of the statement “Caution: 
Federal law prohibits dispensing without 
prescription,” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples. 

(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of 
a batch shall submit with his request 
a statement showing the batch mark, 
the number of packages of each size 
in such batch, the number of milli¬ 
grams in each immediate container 
thereof, the date on which the latest 
assay of the batch was completed, the 
batch mark, and (unless it was previously 
submitted) the date on which the latest 
assay of the chlortetracycline or tetra¬ 
cycline hydrochloride used in making 
such batch was completed, the quan¬ 
tity of each ingredient used in mak¬ 
ing the solution included in the packaged 
combination, and a statement that such 
solution conforms to the requirements 
prescribed therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and as¬ 
says listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency and moisture. 

(ii) The solution after the chlortetra¬ 
cycline or tetracycline hydrochloride has 
been disolved therein; potency. 

(iii) The chlortetracycline or tetra¬ 
cycline hydrochloride used in making the 
batch; potency, moisture, pH, crystal¬ 
linity, and absorptivity if it is tetracy¬ 
cline hydrochloride. 

(3) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
indicated, accurately representative sam¬ 
ples of the following: 

(i) The batch; one package for each 
5,000 packages in the batch, but in no 
case less than 5 packages, collected by 
taking a single package at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The chlortetracycline or tetra¬ 
cycline hydrochloride used in making the 
batch; 10 packages, each containing ap¬ 
proximately equal portions of not less 
than 60 milligrams, packaged in accord¬ 
ance with the requirements of § 146C.201 

(b). 

(iii) In case of an initial request for 
certification, or when any change is made 
in composition of such solution; 5 pack¬ 
ages of the solution included in the 
combination. 


(4) No result referred to in subpara¬ 
graph (2) (iii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i), 
(ii), and (iii) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a 
certificate, the cost of such investigation. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146c.209 Chlortetracycline dental 
cones (chlortetracycline hydrochlo¬ 
ride dental cones). 

Chlortetracycline dental cones con¬ 
form to all requirements prescribed by 
§ 146c. 203 for chlortetracycline troches, 
and are subject to all procedures pre¬ 
scribed by § 146c.203 for chlortetracy¬ 
cline troches, except that they may con¬ 
tain a suitable local anesthetic. 

§ 146c.210 Chlortetracycline dental 
paste (chlortetracycline hydrochlo¬ 
ride dental paste). 

Chlortetracycline dental paste con¬ 
forms to all requirements prescribed by 
§ 146c.202 for chlortetracycline oint¬ 
ment, and is subject to all procedures 
prescribed by § 146C.202 for chlortetra¬ 
cycline ointment, except that: 

(a) Its potency is not less than 30 mil¬ 
ligrams per gram. 

(b) Its moisture content is not more 
than 3 percent. 

(c) It contains one or more suitable 
and harmless binders, and it may contain 
one or more suitable and harmless color¬ 
ings and flavorings. 

(d) It is packaged in immediate con¬ 
tainers of glass which meet the tests for 
tight containers as defined by the U. S. P. 

§ 146c.211 • Chlortetracycline surgical 
powder (chlortetracycline hydro¬ 
chloride surgical powder); tetracy¬ 
cline hydrochloride surgical powder. 

(a) Standards of identity, strength , 
quality , and purity. Chlortetracycline 
surgical powder and tetracycline hydro¬ 
chloride surgical powder are crystalline 
chlortetracycline or crystalline tetra¬ 
cycline hydrochloride, with or without 
suitable and harmless diluents, preserv¬ 
atives, and lubricants. The content of 
chlortetracycline or tetracycline hydro¬ 
chloride is not less than 50 milligrams 
per gram of powder. It is sterile. Its 
moisture content is not more than 2 
percent. The chlortetracycline used 
conforms to the requirements of § 146c.- 
201(a), except § 146c.201(a) (4) and (5). 
The tetracycline hydrochloride used con¬ 
forms to the requirements of § 146c.218 


1 and f'C'vWi 


(a), except § 146c.218(a) (4) and (5); 
Each other substance used, if its name ii 
recognized in the U. S. P. or N. F., co n , 
forms to the standards prescribed there* 
for by such ofiRcial compendium. 

(b) Packaging . In all cases the 
mediate containers shall be tight con, 
tainers as defined by the U. S. p., shaj 
be sterile at the time of filling and closl 
ing, shall be so sealed (unless it contain^ 
inert gases) that the contents cannot 1 m 
used without destroying the seal, anL 1 
shall be of such composition as will nol 
cause any change in the strength, quail 
ity, or purity thereof beyond any limit 
therefor in applicable standards, except 
that minor changes so caused that an 
normal and unavoidable in good pack- 
aging, storage, and distribution practii 
shall be disregarded. Each such con, 
tainer may contain one or more suitabli 
and harmless inert gases. 

(c) Labeling —(1) It is packaged fo i 

dispensing and intended for use by man\ 
In addition to the labeling requirement 
prescribed by § 1.106(b) of this chap 
(regulations issued under section 502(f)] 
of the act), each package shall bear or 
its outside wrapper or container and thi 
immediate container the statement “Ex¬ 
piration date __,” the blai 

being filled in with the date that is 6( 
months after the month during whicl 
the batch was certified if it is chlortet 
racycline hydrochloride surgical powdei 
or with the date that is 24 months afl 
the month during which the batch wi 
certified if it is tetracycline hydro¬ 
chloride surgical powder, except that ii 
the person who requests certification ha; 
submitted to the Commissioner resull 
of tests and assays that show such drui 
as prepared by him is stable for 31 
months, 48 months, or 60 months, sue] 
date may be used for such drug. 

(2) It is packaged for dispensing am 
intended solely for veterinary use. II 
label and labeling shall comply with 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription,” each package shall include 
information containing directions and 
warnings adequate for the veterinary 
use of the drug by the laity. 

(3) On the circular or other labeling 
within or attached to the package, if it 
is packaged for dispensing and it is in¬ 
tended solely for veterinary use and is 
conspicuously so labeled, adequate di¬ 
rections and warnings for the veter¬ 
inary use of such drug by the laity. 
Such circular or other labeling may also] 
bear a statement that a brochure or 
other printed matter containing infor¬ 
mation for other veterinary uses of such 
drug by a veterinarian licensed by law 
to administer it will be sent to such' 
veterinarian on request. 

(d) Request for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this 
chapter, a person who requests certi¬ 
fication of a batch shall submit with 
his request a statement showing the 
batch mark, the number of packages of 
each size in such batch, the batch mark 
and (unless it was previously submitted) 
the date on which the latest assay of the 
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jompleted, 

shlortetracycline or tetracycline hydro¬ 
chloride in each immediate container, 
ie date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted, the quantity of each ingredient 
ised in making the batch and a state¬ 
ment that each such ingredient con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided in 
■subparagraph (4) of this paragraph, 

iuch person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre- 
jentative sample of: 

(i) The batch; potency, sterility, 
moisture. 

(ii) The chlortetracycline or tetra¬ 
cycline hydrochloride used in making the 
batch; potency, sterility, toxicity, mois¬ 
ture, pH, crystallinity, and absorptivity 
if it is tetracycline hydrochloride. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility: One 
immediate container for each 5,000 im¬ 
mediate containers in the batch, but in 
no case less than 5 immediate containers 
(or if it is packaged with inert gases, not 
less than 7 immediate containers), col¬ 
lected by taking single immediate con¬ 
tainers at such intervals throughout the 
entire time of packaging the batch that 
the quantities packaged during the inter¬ 


o¬ 
vals are approximately equal. 

(5) For sterility testing: 10 immediate 


containers. 


Such samples shall be collected by taking 
single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The chlortetracycline or tetra¬ 
cycline hydrochloride used in making the 
batch. 

(a) For all tests except sterility: 10 
packages each containing approximately 
equal portions of not less than 60 milli¬ 
grams, packaged in accordance with the 
requirements of § 146C.201 (b). 

(b) For sterility testing: 10 immediate 
containers. 

(iii) In case of an initial request for 
certification, each other substance used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required if 
such result or sample has been previ¬ 
ously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i), 
(ii), and (iii) of this section; $10.00 for 


all containers submitted in accordance 
with paragraph (d)(3)(i)(b) and (ii) 
(b) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter. 

§ 146c.212 Chlortetracycline supposito¬ 
ries (chlortetracycline hydrochloride 
suppositories); tetracycline hydro¬ 
chloride suppositories. 

(a) Standards of identity, strength , 
quality, and purity. Chlortetracycline 
suppositories and tetracycline hydro¬ 
chloride suppositories are suppositories 
composed of crystalline chlortetracycline 
or tetracyline hydrochloride in a suitable 
and harmless base, with or without one 
or more suitable and harmless preserva¬ 
tives. The potency of each suppository is 
not less than 100 milligrams, except if 
it is intended for rectal use its potency 
is not less than 50 milligrams. Its 
moisture content is not more than 1 per¬ 
cent. The chlortetracycline used con¬ 
forms to the requirements of § 146C.201 
(a), except § 146C.201 (a) (1), (2), (3), 
(4), and (5), but its potency is not less 
than 750 micrograms per milligram. The 
tetracycline hydrochloride used con¬ 
forms to the requirements of § 146C.218 
(a), except § 146C.218 (a) (2), (3), (4), 
and (5). Each other substance used, if 
its name is recognized in the U. S. P. or 
N. F., conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P., and 
shall be of such composition as will not 
cause any change in the strength, 
quality, or purity of the contents be¬ 
yond any limit therefor in applicable 
standards, except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 

(c) Labeling —(1) It is packaged for 

dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its outside wrapper or container and the 
immediate container the statement “Ex¬ 
piration date _the blank 

being filled in with the date that is 24 
months after the month during which 
the batch was certified, except that the 
blank may be filled in with the date that 
is 36 months after the month during 
which the batch was certified if the per¬ 
son who requests certification has sub¬ 
mitted to the Commissioner results of 
tests and assays showing that after hav¬ 
ing been stored for such period of time, 
such drug as prepared by him complies 


with the standards prescribed by para¬ 
graph (a) of this section. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription,” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(3) On the circular or other labeling 
within or attached to the package, if it 
is packaged for dispensing and it is in¬ 
tended solely for veterinary use and is 
conspicuously so labeled, adequate direc¬ 
tions and warnings for the veterinary 
use of such drug by the laity. Such cir¬ 
cular or other labeling may also bear 
a statement that a brochure or other 
printed matter containing information 
for other veterinary uses of such drug by 
a veterinarian licensed by law to admin¬ 
ister it will be sent to such veterinarian 
on request. 

(d) Request for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certifica¬ 
tion of a batch shall submit with his re¬ 
quest a statement showing the batch 
mark, the number of packages of 
each size in such batch, the batch 
mark and (unless it was previously sub¬ 
mitted) the date on which the latest 
assay of the chlortetracycline or tetra¬ 
cycline hydrochloride used in making 
such batch was completed, the number 
of milligrams of chlortetracycline or 
tetracycline hydrochloride in each sup¬ 
pository, the date on which the latest 
assay of the drug comprising such batch 
was completed, the quantity of each in¬ 
gredient used in making the batch, and a 
statement that each such ingredient con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; average potency per 
suppository and moisture. 

(ii) The chlortetracycline or tetracy¬ 
cline hydrochloride used in making the 
batch; potency, moisture, pH, crystal¬ 
linity, and, absorptivity if it is tetra¬ 
cycline hydrochloride. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represen¬ 
tative samples of the following: 

(i) The batch; one suppository for 
each 5,000 suppositories in the batch, but 
in no case less than 30 suppositories, col¬ 
lected by taking single suppositories at 
such intervals throughout the entire time 
the suppositories are being made that the 
quantities made during the intervals are 
approximately equal. 

(ii) The chlortetracycline or tetracy¬ 
cline hydrochloride used in making the 
batch; 10 packages, each containing ap¬ 
proximately equal portions of not less 
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than 60 milligrams, packaged in accord¬ 
ance with § 146C.201 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $0.75 for each suppository in the 
samples submitted in accordance with 
paragraph (d) (3) (i) of this section; 
$4.00 for each package in the samples 
submitted in accordance with paragraph 
(d) (3) (ii) and (iii) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of 
§ 146.3 of this chapter for the issuance 
of a certificate the cost of such investi¬ 
gations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter, 

§ 146c.213 Chlortetracycline gauze 
packing (chlortetracycline hydro¬ 
chloride gauze packing). 

(a) Standards of identity, strength, 
quality, and purity. Chlortetracycline 
gauze packing is absorbent gauze that is 
impregnated with crystalline chlortetra¬ 
cycline. Its content of chlortetracycline 
is not less than 4 milligrams per gram 
and not less than 1.0 milligram per linear 
foot of gauze. It is sterile. Its moisture 
content is not more than 5 percent. The 
chlortetracycline used conforms to the 
standards prescribed therefor by § 146c.- 
201(a), except subparagraphs (2), (4), 
and (5) of that paragraph. The absorb¬ 
ent gauze used conforms to the standards 
prescribed therefor by the U.S.P. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P., shall be 
so sealed that the contents cannot be 
used without destroying the seal, and 
shall be of such composition as will not 
cause any change in the strength, qual¬ 
ity, or purity of the contents beyond any 
limit therefor in applicable standards, 
except that minor changes so caused 
which are normal and unavoidable in 
good packaging, storage, and distribution 
practice shall be disregarded. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use 9 by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label or labeling, as hereinafter indi¬ 
cated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date__ 

the blank being filled in with the date 


that is 36 months after the month during 
which the batch was certified. 

(ii) On the immediate container, the 
statement “Sterility cannot be guaran¬ 
teed if the package bears evidence of 
damage or has been previously opened/* 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription/’ each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; sam¬ 
ples . (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification of 
a batch of chlortetracycline gauze pack¬ 
ing shall submit with his request a state¬ 
ment showing the batch mark, the num¬ 
ber of packages of each size in such batch, 
the batch mark and (unless it was previ¬ 
ously submitted) the date on which the 
latest assay of the chlortetracycline used 
in making such batch was completed, the 
potency of each gram and of each linear 
foot of the gauze packing, the date on 
which the latest assay of the batch was 
completed, and a statement that the ab¬ 
sorbent gauze used in making the batch 
conforms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; average potency per 
gram and per linear foot of the gauze 
packing, sterility, and average moisture. 

(ii) The chlortetracycline used in 
making the batch; potency, toxicity, 
moisture, and pH. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch: 

(a) For all tests except sterility: one 
package for each 5,000 packages in the 
batch, but in no case less than 5 pack¬ 
ages. 

(b) For sterility testing: 10 packages. 

Such samples shall be collected by tak¬ 
ing single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The chlortetracycline used in 
making the batch; ten packages, each 
containing approximately equal portions 
of not less than 60 milligrams, packaged 
in accordance with the requirements of 
§ 146c.201 (b). 

(iii) In case of an initial request for 
certification, one package consisting of 
approximately 5 linear yards, or the 
equivalent, of the absorbent gauze used. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 


(ii) of this paragraph, is required if such 
result or sample has been previously 
submitted. J 

(e) Fees. The fee for the sente 
rendered with respect to each batch un 
der the regulations in this part shall be 

(1) $4.00 for each package in the sam 

pies submitted in accordance with oara 
graph (d) (3) (i) (a), (ii), and (iii) 
this section; $10.00 for all containers 
submitted in accordance with parasranv 
(d) (3) (i) (b) of this section. m 

(2) If the Commissioner consider 
that investigations other than examina¬ 
tion of such chlortetracycline gauz< 
packing and packages are necessary t< 
determine whether or not such batch 
complies with the requirements of § 146 ! 
of this chapter for the issuance of a cer¬ 
tificate,'the cost of such investigations. 

The fee prescribed by subparagraph (l) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§ 146c.214 Chlortetracycline dressing 
(chlortetracycline hydrochloride 
dressing). 
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(a) Standards of identity, strength, 
quality, and purity. Chlortetracycline 
dressing is absorbent gauze impregnated 
with chlortetracycline ointment. Each 
square inch of such dressing shall contain 
not less than 2 milligrams of chlortetra¬ 
cycline. It is sterile. Its moisture con¬ 
tent is not more than 5 percent. The 
chlortetracycline ointment used con¬ 
forms to the standards prescribed for 
chlortetracycline ointment by § 146c.202 
(a), except that its potency is not less 
than 20 milligrams per gram. The ab¬ 
sorbent gauze used conforms to the 
standards prescribed therefor by the 
U.S.P. 

(b) Packaging. In all cases the im¬ 
mediate container for each chlortetra¬ 
cycline dressing shall be a tight con¬ 
tainer as defined by the U. S. P. and shall 
be of such composition as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused which are 
normal and unavoidable in good pack¬ 
aging, storage, and distribution practice 
shall be disregarded. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label or labeling, as hereinafter indi¬ 
cated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date_” 

the blank being filled in with the date 
that is 24 months after the month dur¬ 
ing which the batch was certified. 

(ii) On the immediate container, the 
statement “Sterility cannot be guaran¬ 
teed if package bears evidence of damage 
or has been previously opened.” 

(2) It is packaged for dispensing and 
intended solely for veterinary use . Its 
label and labeling shall comply with all 
the requirements prescribed by subpara- 
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- ra ph (1> of this paragraph, except that 
L ii e u of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription,” each package shall include 
^formation containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples. 

( 1 ) In addition to complying with the 
requirements of § 146.2 of this chap¬ 
ter a person who requests certifica¬ 
tion of a batch of chlortetracycline 
dressings shall submit with his request 
a statement showing the batch mark, 
the number of packages of each size 
in such batch, the batch mark and 
(unless it was previously submitted) 
the date on which the latest assay of the 
chlortetracycline used in making such* 
batch was completed, the number of 
grams of chlortetracycline ointment con¬ 
tained in each dressing of the batch and 
its potency per gram, the quantity of 
each ingredient used in making the 
batch, the date on which the latest assay 
of the drug comprising such batch was 
completed, and a statement that each 
ingredient used in making the batch 
conforms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; average potency of 
chlortetracycline per dressing, sterility, 
and average moisture. 

(ii) The chlortetracycline used in 
making the batch; potency, toxicity, 
moisture, and pH. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
dressing for each 5,000 dressings in the 
batch, but in no case less than 5 dress¬ 
ings. 

(b) For sterility testing; 10 dressings. 

Such samples shall be collected by taking 
single dressings at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The chlortetracycline used in 
making the batch; 10 packages, each 
containing approximately equal portions 
of not less than 60 milligrams, packaged 
in accordance with the requirements of 
§ 146c.201 (b). 

(iii) In case of an initial request for 
certification, one package consisting of 
approximately five linear yards, or the 
equivalent, of the absorbent gauze used. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously 
submitted, 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

No. 251—Pt. II-23 


(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i) 

(a) , (ii), and (iii) of this section; $10.00 
for all immediate containers submitted 
in accordance with paragraph (d) (3) (i) 

(b) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such dressings and packages are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§ 146c.215 Chlortetracycline with vaso¬ 
constrictor (chlortetracycline hydro¬ 
chloride with vasoconstrictor) ; chlor¬ 
tetracycline with-(chlortetra¬ 
cycline hydrochloride with-) 

(the blank being filled in with the 
common or usual name of the vaso¬ 
constrictor) . 

(a) Standards of identity , strength, 
quality, and purity. Chlortetracycline 
with vasoconstrictor is a dry mixture of 
crystalline chlortetracycline and a suit¬ 
able vasoconstrictor, with or without 
suitable and harmless diluents, preserva¬ 
tives, colorings, and flavorings, or it is 
a packaged combination of one immedi¬ 
ate container of crystalline chlortetra¬ 
cycline with or without suitable and 
harmless diluents, preservatives, color¬ 
ings, and flavorings and one immediate 
container of a solution of a suitable vas¬ 
oconstrictor. The chlortetracycline is 
of such quantity that when dissolved as 
directed the potency of such solution is 
not less than 1 milligram per milliliter 
and maintains its labeled potency after 
it has been kept for 4 days in a refrig¬ 
erator. Such solution has a pH of not 
less than 2.75 and not more than 3.3. 
The moisture content of the dry mixture 
is not more than 5.0 percent. The 
chlortetracycline used conforms to the 
requirements of § 146C.201 (a), except 
subparagraphs (2), (4), and (5) of that 
paragraph. Each other substance used, 
if its name is recognized in the U. S. P. 
or N. F., conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(b) Packaging. Each immediate con¬ 
tainer shall be a tight container as de¬ 
fined by the U. S. P., and shall be of 
such composition as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limit there¬ 
for in applicable standards, except that 
minor changes so caused which are nor¬ 
mal and unavoidable in good packaging, 
storage, and distribution practice shall 
be disregarded. 

(c) Labeling—(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label or labeling, as hereinafter indi¬ 
cated, the following: 


(1) On the outside wrapper or con¬ 

tainer and the immediate container of 
chlortetracycline, the statement “Expi¬ 
ration date_,” the blank being 

filled in with the date that is 36 months 
after the month during which the batch 
was certified. 

(ii) On the outside wrapper or con¬ 
tainer and on the immediate container 
of the solution in the packaged combina¬ 
tion, a statement giving the method of 
dissolving the chlortetracycline. 

(iii) On the outside wrapper or con¬ 
tainer and on the immediate container 
in which the finished drug is prepared 
for use, the conditions under which the 
solution should be stored, including a 
reference to its instability when stored 
under other conditions, and the state¬ 
ment “The solution may be kept in a 
refrigerator for 4 days without signifi¬ 
cant loss of potency.” 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription,” each package shall include 
information containing directions and 
warnings adequate for the veterinary 
use of the drug by the laity. 

(d) Request for certification ; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chap¬ 
ter, a person who requests certi¬ 
fication of a batch of chlortetracycline 
with vasoconstrictor shall submit with 
his request a statement showing the 
batch mark, the number of packages 
of each size in such batch, the 
number of milligrams of chlortetra¬ 
cycline in such immediate container, and 
(unless it was previously submitted) the 
date on which the latest assay of the 
chlortetracycline used in making such 
batch was completed, the quantity of 
each ingredient used in making the 
batch, the quantity of each ingredient 
used in making the solution included in 
the packaged combination, and a state¬ 
ment that such solution conforms to the 
requirements prescribed therefor by this 
section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency and average 
moisture. 

(ii) The chlortetracycline used in 
making the batch; potency, toxicity, 
moisture, pH, and crystallinity. 

(3) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch; one immediate con¬ 
tainer for each 5,000 immediate contain¬ 
ers in the batch, but in no case less than 
5 immediate containers, collected by 
taking single immediate containers at 
such intervals throughout the entire 
time of packaging the batch that the 










13178 

quantities packaged during the intervals 
are approximately equal. 

(iii The chlortetracycline used in 
making the batch; 10 packages, each 
containing approximately equal portions 
of not less than 60 milligrams, packaged 
in accordance with the requirements of 
§ 146C.201 (b). 

(iii) In case of an initial request for 
certification, each other substance used 
in making the batch; one package of 
each containing approximately 5 grams. 

(iv) In case of an initial request for 
certification of the packaged combina¬ 
tion of chlortetracycline with vasocon¬ 
strictor, or when any change is made in 
the composition of such solution; five 
packages of the solution included in the 
combination. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer or package in the samples sub¬ 
mitted in accordance with paragraph (d) 
(3) (i), (ii), (iii), and (iv) of this sec¬ 
tion. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146c.216 Tetracycline hydrochloride- 
oleandomycin ointment. 

Tetracycline hydrochloride-oleando¬ 
mycin ointment conforms to all require¬ 
ments and is subject to all procedures 
prescribed by § 146c.202 for tetracycline 
hydrochloride ointment, except that: 

(a) Each gram contains not less than 
3.33 milligrams of tetracycline hydro¬ 
chloride and not less than 1.67 milli¬ 
grams of oleandomycin as the base or as 
the phosphate salt. The crystalline ole¬ 
andomycin base used is produced by the 
growth of Streptomyces antibioticus; its 
potency is not less than 850 fig. per milli¬ 
gram; it is nontoxic; its moisture content 
is not more than 5.0 percent; its pH in 
an aqueous suspension containing 100 
milligrams per milliliter is not less than 
9.0 and not more than 10.5. The crystal¬ 
line oleandomycin phosphate used con¬ 
forms to the standards prescribed by 
§ 146C.231 (a) (1). 

(b) In no case shall the drug be ex¬ 
empt from the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), if it is intended for use by 
man. 

(c) In addition to complying with the 
requirements of § 146c.202 (d), a person 
who requests certification of a batch shall 
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submit with his request a statement 
showing the batch mark and (unless pre¬ 
viously submitted) the results and the 
date of the latest tests and assays of the 
oleandomycin base or oleandomycin 
phosphate used in making the batch for 
potency, toxicity, moisture, pH, and 
crystallinity. He shall also submit in 
connection with his request a sample 
consisting of not less than 6 packages of 
such ointment and (unless previously 
submitted) a sample consisting of 10 
packages, each containing approximately 
equal portions of not less than 300 milli¬ 
grams of the oleandomycin used in mak¬ 
ing the batch. 

(d) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
paragraph (c) (3) of this section shall 
be: 

(1) $5.00 for each immediate con¬ 
tainer of the ointment. 

(2) $4.00 for each immediate con¬ 
tainer of the oleandomycin. 

§ 146c.217 Chlortetracycline calcium 
syrup (chlortetracycline calcium oral 
drops) ; tetracycline syrup (tetracy¬ 
cline oral drops) ; tetracycline mag¬ 
nesium syrup (tetracycline magnesi¬ 
um oral drops). 

(a) Standards of identity, strength, 
quality, and purity. Chlortetracycline 
calcium syrup, tetracycline syrup, and 
tetracycline magnesium syrup are syrups 
that contain chlortetracycline calcium 
prepared from crystalline chlortetra¬ 
cycline hydrochloride, tetracycline, or 
tetracycline magnesium prepared from 
tetracycline or tetracycline hydrochlo¬ 
ride with or without one or more suitable 
sulfonamides, analgesic substances, 
antihistaminics, caffeine, glucosamine 
hydrochloride, N-acetylglucosamine, and 
one or more suitable and harmless buffer 
substances, suspending and stabilizing 
agents, and preservatives, suspended in a 
suitable and harmless vehicle. Each 
milliliter shall contain a quantity of 
chlortetracycline calcium or tetracycline 
or tetracycline magnesium equivalent to 
not less than 25 milligrams of chlortet¬ 
racycline hydrochloride or tetracycline 
hydrochloride. The pH is not less than 

6.5 nor more than 9.0, except if it is 
tetracycline syrup the pH is not less than 

3.5 nor more than 6.0, except if it con¬ 
tains 7V-acetylglucosamine the pH is not 
less than 5.0 and not more than 7.5. 
The crystalline chlortetracycline hydro¬ 
chloride used conforms to the require¬ 
ments of § 146c.201(a), except § 146C.201 
(a) (2), (4), and (5). The crystalline 
tetracycline used conforms to the re¬ 
quirements of § 146C.220. The tetracy¬ 
cline hydrochloride used conforms to the 
requirements of § 146c.218(a) except 
§ 146c.218(a) (2), (4), and (5). Each 
other substance used, if its name is rec¬ 
ognized in the U.S.P. or N.F., conforms 
to the standards prescribed therefor by 
such official compendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. and shall 
be of such composition as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused which are 


normal and unavoidable in good pack¬ 
aging, storage, and distribution practice 
shall be disregarded. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chap¬ 
ter (regulations issued under section 
502(f) of the act), each package shall 
bear on its label or labeling, as herein¬ 
after indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date_ 

the blank being filled in with the date 
that is 12 months after the month during 
which the batch was certified, except 
the blank may be filled in with the date 
that is 18 months, 24 months, 36 months, 
or 48 months after the month during 
which the batch was certified if the 
person who requests certification has 
submitted to the Commissioner results 
of tests and assays showing that after 
having been stored for such period of 
time such drug as prepared by him com¬ 
plies with the standards prescribed by 
paragraph (a) of this section. 

(ii) If it contains, . in addition to 
chlortetracycline calcium, tetracycline, 
or tetracycline magnesium, one or more 
of the other active ingredients specified 
in paragraph (a) of this section, after 
the name “chlortetracycline calcium 
syrup” or “tetracycline syrup” or 
“tetracycline magnesium syrup,” wher¬ 
ever it appears, the words “with 

-(the blank being filled in with 

the common or usual name of such other 
ingredient),” in juxtaposition with such 
name. 

(2) It is packaged for dispensing and 
intended solely for veterinary use . Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription,” each package shall include 
information containing directions and 
warnings adequate for the veterinary 
use of the drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the chlortetracycline 
hydrochloride or tetracycline or tetra¬ 
cycline hydrochloride used in making 
such batch was completed, the date on 
which the latest assay of the drug com¬ 
prising such batch was completed, the 
quantity of each ingredient used in mak¬ 
ing the batch, and a statement that each 
such ingredient conforms to the require¬ 
ments prescribed therefor by this section, 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: Average potency per 
milliliter, pH, and toxicity if it is 
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chlortetracycline calcium syrup or tetra¬ 
cycline magnesium syrup. 

(ii) The chlortetracycline hydrochlo¬ 
ride or tetracycline or tetracycline hy¬ 
drochloride used in making the batch; 
potency, toxicity, moisture, pH, crystal- 
jjnity, and absorptivity if it is tetracy¬ 
cline or tetracycline hydrochloride. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch; one package for each 
5,000 packages in the batch, but in no 
case less than 5 packages, collected by 
taking single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The chlortetracycline hydrochlo¬ 
ride or tetracycline or tetracycline hy¬ 
drochloride used in making the batch; 

10 packages each containing approxi¬ 
mately equal portions of not less than 
60 milligrams, packaged in accordance 
with the requirements of § 146c.201(b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required 
if such result or sample has been pre¬ 
viously submitted. 

(e) Fees . The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each package in the 
samples submitted in accordance with 
paragraph (d) (3) (i), (ii), and (iii) of 
this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of 
§ 146.3 of this chapter for the issuance 
of a certificate, the cost of such investi¬ 
gations. 

The fee prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with § 146.8 
(d) of this chapter. 

§ 146c.218 Tetracycline hydrochloride. 

(a) Standards of identity , strength, 
quality, and purity. Tetracycline hy¬ 
drochloride is the crystalline hydro¬ 
chloride salt of the deschloro deriva¬ 
tive of a kind of chlortetracycline or 
a mixture of two or more such salts, 
with or without one or more suitable and 
harmless stabilizing agents. It is so 
purified and dried that: 

(1) Its potency, and the potency of 
the tetracycline hydrochloride used in 
the manufacture of tetracycline hydro¬ 
chloride intended for use by injection, is 
not less than 900 micrograms per milli¬ 
gram. 

(2) It is sterile. 

(3) It is nontoxic. 

(4) It is nonpyrogenic. 
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(5) It contains no histamine nor his¬ 
tamine-like substance. 

(6) Its moisture content is not more 
than 2 percent. 

(7) Its pH in an aqueous solution 
containing 10 milligrams per milliliter 
is not less than 1.8 and not more than 
2.8, except if it is intended for use by 
injectionTts pH is not less than 2.0 and 
not more than 3.0. 

(8) Its absorptivity and the absorp¬ 
tivity of the tetracycline hydrochloride 
used in the manufacture of tetracycline 
hydrochloride intended for use by in¬ 
jection is 100±4 percent of the tetracy¬ 
cline hydrochloride working standard 
similarly treated and both calculated on 
the anhydrous basis. 

(b) Packaging; labeling; request for 
certification, check tests and assays, 
samples; fees. Tetracycline hydrochlo¬ 
ride conforms to all requirements and 
procedures prescribed for chlortetra¬ 
cycline hydrochloride by § 146C.201 (b), 

(c), (d), and (e), except that: 

(1) It shall be labeled with an ex¬ 
piration date that is 36 months after the 
month during which the batch was 
certified, except that it may be labeled 
with the date that is 48 months or 60 
months after the month during which 
the batch was certified if the person who 
requests certification has submitted to 
the Commissioner results of tests and 
assays showing that after having been 
stored for such period of time such drug 
as prepared by him complies with the 
standards prescribed by paragraph (a) 
of this section. 

(2) The person who requests certi¬ 
fication of a batch of tetracycline hy¬ 
drochloride that contains stabilizing 
agents and is intended for use by injec¬ 
tion shall submit with his request (un¬ 
less they.were previously submitted) the 
results of the latest tests and assays 
made on the batch of the tetracycline 
hydrochloride used in making such 
batch for potency and absorptivity and 
a sample consisting of two packages 
each containing approximately 500 milli¬ 
grams of the tetracycline hydrochloride 
used in making such batch for potency 
and absorptivity. 

(3) The fee for the services rendered 
with respect to each immediate container 
of the tetracycline hydrochloride used in 
the manufacture of a batch of tetra¬ 
cycline hydrochloride intended for use 
by injection submitted in accordance 
with the requirements prescribed there¬ 
for by subparagraph (2) of this para¬ 
graph shall be $4.00. 

§ 146c*.219 Crude chlortetracycline oral 
veterinary. 

(a) Standards of identity, strength, 
quality, and purity. Crude chlortetra¬ 
cycline oral veterinary is crude chlor¬ 
tetracycline with suitable and harmless 
diluents, buffer substances, and suspend¬ 
ing or dispersing agents. It contains not 
less than 2 grams of chlortetracycline 
activity per pound. Its moisture content 
is not more than 6 percent. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a well-closed 
container as defined by the U. S. P. and 
shall be of such composition as will not 
cause any change in the strength, qual¬ 
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ity, or purity of the contents beyond any 
limit therefor in applicable standards, 
except that minor changes so caused 
that are normal and unavoidable in good 
packaging, storage, and distribution 
practice shall be disregarded. Each 
such container shall contain not more 
than 100 pounds. 

(c) Labeling. Each package shall 
bear on its label or labeling, as herein¬ 
after indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark. 

(ii) The number of grams of chlor¬ 
tetracycline in each pound of the batch. 

(iii) The statement “For oral veteri¬ 
nary use only.” 

(iv) The statement “Expiration date 

_,” the blank being filled in with 

the date which is 24 months after the 
month during which the batch was cer¬ 
tified. 

(2) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions and warnings for the 
use of such drug by the laity. Such cir¬ 
cular or other labeling may also bear a 
statement that a brochure or other 
printed matter containing information 
for other veterinary uses of such drug 
by a veterinarian licensed by law to ad¬ 
minister it will be sent to such veteri¬ 
narian on request. 

(d) Request for certification; samples. 
(1) In addition to complying with 
§ 146.2 of this chapter, a person who 
requests certification of a batch shall 
submit with his request a statement 
showing the batch mark, the number 
of packages of each size in such batch, 
the number of grams of chlortetracy¬ 
cline in each pound of the batch, and 
the quantity of each other ingredient 
used in making the batch, and the date 
on which the latest assay of the batch 
was completed. Such request shall be ac¬ 
companied or followed by the results of 
tests and assays made by him on the 
batch for average potency and average 
moisture. 

(2) Such person shall submit in con¬ 
nection with his request a sample of the 
batch consisting of 1 ounce for each 
3,000 pounds in the batch, but in no case 
less than five 1-ounce portions, collected 
by taking single 1-ounce portions at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph (d) (2) of this 
section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such drug are necessary to de¬ 
termine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main- 
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tained in accordance with § 146,8 (d) of 
this chapter. 

(f) Exemption of crude chlortetracy - 
line oral veterinary from certification. 
Crude chlortetracycline oral veterinary 
that conforms to the requirements of 
paragraphs (a) (except that it may con¬ 
tain one or more essential vitamin and 
mineral substances for nutritive pur¬ 
poses) , (b), and (c) of this section shall 
be exempt from the requirements of sec¬ 
tions 502 (1) and 507 of the act, if it 
complies with all the following condi¬ 
tions: 

(1) If it contains added vitamins or 
minerals, its label bears the name and 
quantity of each such substance and a 
statement that such substances are 
present only for furnishing additional 
vitamins and minerals while animals 
are eating less feed. 

(2) The label bears an expiration date 
that is not more than 12 months after 
the month during which the batch was 
last assayed and released by the manu¬ 
facturer. 

(3) The label bears a statement that 
solutions prepared with the drug are 
stable for not more than 24 hours. 

(4) The circular or other labeling 
within or attached to the package bears 
information that only the antibiotic is 
intended for the prevention or treatment 
of the following conditions, and further, 
bears directions and warnings adequate 
for such use: 

(i) Bacterial enteritis in swine. 

(ii) Bacterial pneumonia in swine. 

(iii) Chronic respiratory disease (air- 
sac infection), hexamitiasis, blue comb 
(mud fever, nonspecific infectious enter¬ 
itis) in poultry. 

(iv) Infectious sinusitis in poultry. 

(v) Synovitis in poultry. 

(vi) Bacterial pneumonia in calves. 

(vii) Shipping fever (hemorrhagic 
septicemia) in calves. 

§ 146c.220 Tetracycline. 

(a) Standards of identity; strength , 
quality , and purity. Tetracycline is the 
hydrated or anhydrous crystalline com¬ 
pound of the deschloro derivative of a 
kind of chlortetracycline, or a mixture 
of two or more such compounds. It is 
so purified that: 

(1) Its potency is not less than 975 
micrograms per milligram on the anhy¬ 
drous basis. 

(2) It is nontoxic. 

(3) Its moisture content is not more 
than 13 percent. 

(4) Its pH in an aqueous suspension 
prepared by adding 10 milligrams per 
milliliter is not less than 3.0 and not more 
than 7.0. 

(5) Its absorptivity at 380 m/*, calcu¬ 
lated on the anhydrous basis, is 
108.2±3.75 percent of the tetracycline 
hydrochloride working standard treated 
as described in § 141c.218(e) and calcu¬ 
lated on the anhydrous basis. 

(b) Packaging . In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P. and 
shall be of such composition as will not 
cause any change in the strength, qual¬ 
ity, or purity of the contents beyond any 
limits therefor in applicable standards, 
except that minor changes so caused 
that are normal and unavoidable in good 


packaging, storage, and distribution 
practice shall be disregarded. 

(c) Labeling. Each package of tetra¬ 
cycline shall bear on its outside wrapper 
or container and the immediate con¬ 
tainer, as hereinafter indicated, the fol¬ 
lowing: 

(1) The batch mark. 

(2) The number of micrograms of 
tetracycline per milligram expressed in 
terms of its equivalency of tetracycline 
hydrochloride, and the total number of 
grams in the immediate container. 

(3) The statement “Expiration date 

-,” the blank being filled in 

with the date which is 36 months after 
the month during which it was certified. 

(4) The statement “For use only in 
the manufacture of nonparenteral 
drugs.” 

(5) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 

(d) Request for certification, check 
tests and assays; samples. (1) In ad¬ 
dition to complying with the require¬ 
ments of § 146.2 of this chapter, a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the batch mark, the number of 
packages of each size in the batch, and 
(unless it was previously submitted) the 
date on which the latest assay of the 
drug comprising the batch was com¬ 
pleted. Such request shall be accom¬ 
panied or followed by the results of tests 
and assays made by him on the batch for 
potency, toxicity, moisture, pH, crystal¬ 
linity, and absorptivity. 

(2) Such person shall submit with his 
request an accurately representative 
sample of the batch consisting of 10 
packages, each containing approximately 
60 milligrams taken from a different part 
of such batch and each packaged in ac¬ 
cordance with the requirements of para¬ 
graph (b) of this section. 

(3) In connection with contemplated 
requests for certification of batches of 
another drug in the manufacture of 
which tetracycline is to be used, the 
manufacturer of the batch that is to be 
so used may request the Commissioner 
to make check tests and assays on a 
sample of such batch taken as prescribed 
by subparagraph (2) of this paragraph. 
From the information required by sub- 
paragraph (1) of this paragraph may be 
omitted results of tests and assays not 
required for the batch when used in such 
other drug. The Commissioner shall re¬ 
port to such manufacturer the results of 
such check tests and assays as are so 
requested. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (2) and 
(3) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 


The fee prescribed by subparagraph m 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main* 
tained in accordance with § 146 8 (d) of 
this chapter. 1 

§ 146c.221 . Tetracycline hydrochloride 
for intramuscular use; tetracycline 
phosphate complex for intramusculai 
use. 

(a) Standards of identity, strength 
quality , and purity. Tetracycline hydro¬ 
chloride or tetracycline phosphate com¬ 
plex for intramuscular use is a dry mix¬ 
ture of tetracycline hydrochloride or 
tetracycline phosphate complex, mag¬ 
nesium chloride or magnesium ascorbate 
and one or more suitable buffer sub¬ 
stances, with or without one or more 
suitable preservatives and anesthetic 
agents, and with or without one or more 
suitable and harmless vitamin sub¬ 
stances. It is sterile. It is nonpyro- 
genic. Its moisture content is not 
more than 5 percent. Its pH in an 
aqueous solution containing 10 milli¬ 
grams per milliliter is not less than 2.0 
and not more than 3.0. The tetracycline 
hydrochloride used conforms to the re- 
quirements of § 146C.218 (a). The tetra¬ 
cycline phosphate complex used con¬ 
forms to the requirements of § 146c.232 
(a) and it contains no histamine or 
histamine-like substance. Each other 
substance used, if its name is recognized 
in the U. S. P. or N. F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition as 
will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in appli¬ 
cable standards, except that minor 
changes so caused that are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. The immediate containers shall 
be of colorless transparent glass, closed 
by a substance through which a hypo¬ 
dermic needle may be introduced and 
withdrawn without removing the closure 
or destroying its effectiveness. Each 
such container shall contain not less 
than the equivalent of 100 milligrams of 
tetracycline hydrochloride, and each 
may be packaged in combination with a 
container of a suitable and harmless 
diluent. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man, 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label or labeling, as hereinafter indi¬ 
cated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date _” 

the blank being filled in with the date 
that is 24 months (if it contains tetra¬ 
cycline phosphate complex) or 36 months 
(if it contains tetracycline hydrochlo¬ 
ride) after the month during which the 
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hateh was certified, except that the blank 
L v be filled in with the date that is 48 
months or 60 months after the month 
during which the batch was certified if 
the person who requests certification has 
Submitted to the Commissioner results of 
tests and assays showing that after hav¬ 
ing been stored for such period of time 
such drug as prepared by him complies 
with the standards prescribed by para¬ 
graph (a) of this section, and except that 
lie blank is filled in with the date that is 
12 months after the month during which 
the batch was certified if it contains one 
or more vitamin substances. 

(ii) If it contains one or more vitamin 

substances, after the name “tetracycline 
hydrochloride for intramuscular use” or 
“tetracycline phosphate complex for in¬ 
tramuscular use,” the words “with vita¬ 
min _” (the blank being filled 

in with the name of the vitamin ingredi¬ 
ent used), or “with vitamins” (if it con¬ 
tains more than one vitamin ingredient), 
in juxtaposition with such name. 

(iii) On the circular or other labeling 
within or attached to the package, a 
statement of the conditions under which 
solutions prepared from the drug should 
be stored and the statement “Sterile 
solutions may be stored at room tempera¬ 
ture for 24 hours without significant loss 
of potency,” except that if it contains one 
or more vitamin substances it shall bear 
the statement “Inject immediately after 
the solution is prepared from the drug.” 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples . 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it 
was previously submitted) the date on 
which the latest assay of the tetracycline 
hydrochloride or tetracycline phosphate 
complex used in making such batch was 
completed, the equivalent number of mil¬ 
ligrams of tetracycline hydrochloride in 
each package, the date on which the 
latest assay of the drug comprising the 
batch was completed, the quantity of 
each other ingredient used in making 
the batch, and a statement that each' 
such ingredient conforms to the require¬ 
ments prescribed therefor by this sec¬ 
tion. If such batch or any part thereof 
is to be packaged with a diluent, such 
request shall also be accompanied by a 
statement that such diluent conforms to 
the requirements prescribed therefor by 
this section. 

(2) Except as otherwise provided by 
subparagraph (5) of this paragraph, 
such person shall submit in connection 
with his request the results of the tests 
and assays listed after each of the fol¬ 


lowing, made by him on an accurately 
representative sample of: 

(i) The batch: Potency, sterility, pyro¬ 
gens, moisture, pH. 

(n) The tetracycline hydrochloride or 
tetracycline phosphate complex used in 
making the batch: Potency, toxicity, 
histamine, absorptivity, crystallinity, and 
identity if it is tetracycline phosphate 
complex. 

(3) Except as otherwise provided by 
subparagraph (5) of this paragraph, if 
such batch is packaged for dispensing, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility: 1 
immediate container for each 5,000 im¬ 
mediate containers in the batch, but in 
no case less than 10 immediate con¬ 
tainers 

(b) For sterility testing: 10 immediate 
containers. 

Such samples shall be collected by taking 
single immediate containers at such in¬ 
tervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The tetracycline hydrochloride or 
tetracycline phosphate complex used in 
making the batch: 10 packages, each 
containing approximately equal portions 
of not less than 250 milligrams, and if 
it is tetracycline phosphate complex, one 
additional package containing approxi¬ 
mately 1 gram. Each such package shall 
be packaged in accordance with the re¬ 
quirements of § 146c.201(b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch: 1 package of each, 
containing approximately 5 grams. * 

(iv) In case of an initial request for 
the certification of a batch which is to 
be packaged in combination with a dilu¬ 
ent that is not recognized by the U. S. P. 
or when any change is made in the com¬ 
position of such diluent: 5 packages of 
the diluent included in the combination. 

(4) If such batch is packaged for re¬ 
packing, such person shall submit with 
his request a sample consisting of the 
following: 

(i) For all tests except sterility: 10 
packages, each containing approximately 
0.25 gram. 

(ii) For sterility testing: 10 packages, 
each containing approximately 40 milli¬ 
grams of tetracycline hydrochloride or 
tetracycline phosphate complex. 

Each such package shall be packaged 
in accordance with the requirements of 
paragraph (b) of this section. 

(5) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 

(ii) of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i) 
(a), (ii), (iii), Civ), and (4) (i) of this 


section; $10.00 for all containers sub¬ 
mitted in accordance with paragraph 
(d) (3) (i) (b) and ( 4 ) (ii) of this 
section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146e.222 Tetracycline hydrochloride 
oral suspension (tetracycline hydro¬ 
chloride homogenized mixture) ; tet¬ 
racycline phosphate complex oral 
suspension (tetracycline phosphate 
complex oral drops); tetracycline 
hydrochloride oral solution; tetracy¬ 
cline calcium oral suspension; tetra¬ 
cycline oral suspension. 

(a) Standards of identity , strength, 
quality, and purity. Tetracycline hydro¬ 
chloride oral suspension, tetracycline 
hydrochloride oral solution, and tetra¬ 
cycline calcium oral suspension are tetra- 
cline hydrochloride or tetracycline cal¬ 
cium prepared from tetracycline hydro¬ 
chloride. Tetracycline oral suspension 
and tetracycline phosphate complex oral 
suspension are prepared from tetra- 
cyline or tetracycline phosphate complex. 
Each drug contains one or more suitable 
and harmless suspending and dispersing 
agents (unless it is tetracycline hydro¬ 
chloride oral solution), with or without 
one or more suitable sulfonamides, and 
with or without one or more suitable and 
harmless colorings, flavorings, buffer 
substances, and preservatives, suspended 
or dissolved in a suitable and harmless 
vehicle. If it is tetracycline hydrochlo¬ 
ride oral suspension, tetracycline oral 
suspension, or tetracycline phosphate 
complex oral suspension, it may contain 
one or more suitable and harmless vita¬ 
min substances. Each milliliter shall 
contain not less than the equivalent of 
25 milligrams of tetracycline hydrochlo¬ 
ride. Its moisture content is not more 
than 2 percent if it is tetracycline hydro¬ 
chloride oral suspension, tetracycline 
phosphate complex oral suspension, or 
tetracycline oral suspension and not more 
than 7 percent if it is tetracycline hydro¬ 
chloride oral solution. Its pH is not less 
than 2.0 and not more than 3.5 if it is 
tetracycline hydrochloride oral solution 
and not less than 7.0 and not more than 
8.0 if it is tetracycline calcium oral sus¬ 
pension. The tetracycline hydrochloride 
used conforms to the standards pre¬ 
scribed by § 146C.218 (a), except 

§ 146C.218 (a) (2), (4), and (5). The 
tetracycline phosphate complex used 
conforms to the standards prescribed by 
§ 146C.232 (a). The tetracycline used 
conforms to the standards prescribed by 
§ 146c.220 (a). Each other substance 
used, if its name is recognized in the 
U. S. P. or N. F., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 
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(b) Packaging. The immediate con¬ 
tainer shall be a tight container as de¬ 
fined by the U. S. P., and shall be of 
such composition as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limit there¬ 
for in applicable standards, except that 
minor changes so caused that are nor¬ 
mal and unavoidable in good packaging, 
storage, and distribution practice shall 
be disregarded. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
the outside wrapper or container and the 
immediate container, as hereinafter in¬ 
dicated, the following: 

(1) The statement “Expiration date 

-,” the blank being filled in 

with the date that is 18 months after the 
month during which the batch was cer¬ 
tified, except that the blank may be 
filled in with the date that is 24 months 
after the month during which the batch 
was certified if the person who requests 
certification has submitted to the Com¬ 
missioner results of tests and assays 
showing that after having been stored 
for such period of time such drug as 
prepared by him complies with the 
standards prescribed by paragraph (a) 
of this section, and except if it contains 
one or more vitamin substances the blank 
is filled in with the date that is 12 months 
after the month during which the batch 
was certified. 

(ii) If it is tetracycline hydrochloride 
oral suspension, tetracycline oral sus¬ 
pension, or tetracycline phosphate com¬ 
plex oral suspension, and it contains one 
or more vitamin substances or sulfona¬ 
mides, after the name “tetracycline hy¬ 
drochloride oral suspension,” “tetracy¬ 
cline oral suspension,” or “tetracycline 
phosphate complex oral suspension,” 
wherever it appears, the words “with 
sulfonamide (s) ” or “with vitamin 

-,” the blank being filled with the 

name of the vitamin ingredient used, or 
“with vitamins,” if it contains more than 
one vitamin ingredient, in juxtaposition 
with such name. 

(iii) If it is tetracycline hydrochlo¬ 
ride oral solution or tetracycline calcium 
oral suspension and it contains one or 
more sulfonamides, after the name “tet¬ 
racycline hydrochloride oral solution” or 
“tetracycline calcium oral suspension,” 
wherever it appears, the words “with 
sulfonamide(s),” in juxtaposition with 
such name. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples. 

(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
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statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the tetracycline hy¬ 
drochloride, tetracycline, or tetracycline 
phosphate complex used in making such 
batch was completed, the potency per 
milliliter of the batch, the date on 
which the latest assay of the drug com¬ 
prising such batch was completed, the 
quantity of each ingredient used in mak¬ 
ing the batch, and a statement that each 
such ingredient conforms to the require¬ 
ments prescribed therefor by this sec¬ 
tion. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
each person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: Average potency per 
milliliter, average moisture if it is tetra¬ 
cycline hydrochloride oral suspension, 
tetracycline oral suspension, tetracycline 
phosphate complex oral suspension, or 
tetracycline hydrochloride oral solution, 
and pH if it is tetracycline hydrochloride 
oral solution or tetracycline calcium oral 
suspension. 

(ii) The tetracycline hydrochloride, 
tetracycline, or tetracycline phosphate 
complex used in making the batch: 
Potency, toxicity, moisture, pH, crystal¬ 
linity, and absorptivity, and if it is tetra¬ 
cycline phosphate complex, identity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 1 immediate container 
for*each 5,000 immediate containers in 
the batch, but in no case less than 5 
immediate containers, collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The tetracycline hydrochloride, 
tetracycline, or tetracycline phosphate 
complex used in making the batch: 10 
packages, each containing approximately 
equal portions of not less than 60 milli¬ 
grams, and if it is tetracycline phosphate 
complex, one additional package con¬ 
taining approximately 1 gram. Each 
such package shall be packaged in ac¬ 
cordance with the requirements of 
§ 146c.201(b). 

(iii) In the case of an initial request 
for certification, each other ingredient 
used in making the batch: 1 package 
of each containing approximately 6.0 
grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 

(3) (ii) of this paragraph, is required 
if such result or sample has been pre¬ 
viously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each package in the 
samples submitted in accordance with 


paragraph (d) (3) (i), (ii), and (iii) of 
this section. 

( 2 ) If the Commissioner considers 
that investigations other than the exam¬ 
ination of such packages are necessary 
to determine whether or not such batch 
complies with the requirements of § H 6 3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 

The fee prescribed by subparagraph ( 1 ) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146c.223 Qilor tetracycline-neomycin, 

streptomycin-penicillin oi nt merit- 
chlortetracycline - neomycin - dihydro- 
streptomycin-penicillin oi ntment; 
tetracycline hydrochloride-neomycin* 
streptomycin-penicillin ointment; 
tetracycline hydrochloride-neomycin- 
dihydrostreptomycin-penicillin oint. 
ment. 

(a) Chlortetracycline-neomycin-strep- 
tomycin-penicillin ointment, chlortet¬ 
racycline-neomycin - dihydrostreptomy¬ 
cin-penicillin ointment, tetracycline 
hydrochloride-neomycin - streptomycin- 
penicillin ointment, and tetracycline hy¬ 
drochloride - neomycin - dihydrostrepto¬ 
mycin-penicillin ointment conform to all 
requirements and are subject to all pro¬ 
cedures prescribed by § 146c.202 for 
chlortetracycline hydrochloride oint¬ 
ment and tetracycline hydrochloride 
ointment intended solely for veterinary 
use, except that: 

(1) They contain not less than 28 
milligrams of chlortetracycline hydro¬ 
chloride or tetracycline hydrochloride 
per gram. 

(2) They contain not less than 14 
milligrams of neomycin per gram. The 
neomycin used conforms to the require¬ 
ments prescribed by § 146e.410 (a) (2) 
of this chapter, except the standard for 
toxicity. 

(3) They contain not less than 14 
milligrams of streptomycin or dihydro¬ 
streptomycin per gram. The streptomy¬ 
cin used conforms to the standards pre¬ 
scribed by § 146b. 101 (a) of this chapter, 
except § 146b.l01 (a) (2), (3), (4), and 

(5). The dihydrostreptomycin used 
conforms to the standards prescribed by 
§ 146b.l03 of this chapter, except the 
standards for sterility, toxicity, pyrogens, 
and histamine. 

(4) They contain not less than 28,000 
units of procaine penicillin G per gram, 
except that if it is intended for use by 
udder instillation, each single dose as 
recommended in its labeling contains 
not more than 100,000 units of procaine 
penicillin G. The procaine penicillin 
used conforms to the requirements pre¬ 
scribed by § 146a.44 (a) of this chapter, 
except § 146a.44 (a) (2), (3), and (4). 

(b) Its expiration date shall be 18 
months after the month during which 
the batch was certified. 

(c) In addition to complying with the 
requirements of § 146c.202 (d), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the batch marks and (unless 
they were previously submitted) the re¬ 
sults and dates of the latest tests and 
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«avs of the neomycin, streptomycin 

£ dihydrostreptomycin, and penicillin 

Id in making the batch for potency, 
h? i city moisture, pH, streptomycin 
intent of the dihydrostreptomycin, 
iffstallinity if it is crystalline dihydro- 
■treDtomycin, and crystillimty and 
wnicillin G content of the procaine 
nenicillin G. He shall also submit in 
■onnection with his request a sample 
insisting of not less than 8 packages of 
such ointment and (unless they were 
nreviously submitted), accurately repre¬ 
sentative samples of the following, in the 
iuantities indicated. 

(1) The neomycin used in making the 
batch: 5 packages, each containing ap¬ 
proximately equal portions of not less 
ihan 0.5 gram. 

(2) The streptomycin or dihydro- 
streptomycin used in making the batch: 

16 packages, each containing approxi¬ 
mately equal portions of not less than 

.5 gram. . * 

(3) The procaine penicillin G used in 
making the batch: 10 packages, each 
containing approximately equal portions 
of not less than 300 milligrams. 

(d) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
paragraph (c) of this section shall be: 

(1) $6.00 for each immediate con¬ 
tainer of the batch. 

(2) $4.00 for each immediate con¬ 
tainer of neomycin, streptomycin, or 
dihydrostreptomycin, and penicillin. 

§ 146c.224 Tetracycline hydrochloride 
nystatin capsules; tetracycline phos¬ 
phate complex-nystatin capsules. 

Tetracycline hydrochloride-nystatin 
capsules and tetracycline phosphate 
complex-nystatin capsules are capsules 
that conform to all the requirements and 
procedures prescribed by § 146C.204 for 
tetracycline hydrochloride capsules and 
tetracycline phosphate complex capsules, 
except that: 

(a) Each capsule contains not less 
than 100,000 units of nystatin. The 
nystatin used is produced by the growth 
of Streptomyces noursei. It is a white 
to yellow to light-tan powder. It is very 
slightly soluble in water, moderately 
soluble in methyl alcohol, butyl alcohol, 
or propyl alcohol. Its potency is not 
less than 2,000 units per milligram. It 
is nontoxic. Its pH in a 3-percent 
aqueous suspension is not less than 6.5 
and not more than 8.0. Its moisture 
content is not more than 5 percent. It 
exhibits absorption maxima, within 
±2 my, at 230 m^, 291 my, 305 mju, and 
319 my when dissolved in methyl alcohol 
and the ratio of the absorption peak at 
230 ±2 my and the middle of the shoul¬ 
der at 279±2 my, AW Am, is not less than 
0.90 and not more than 1.25. 

(b) If it is tetracycline phosphate com¬ 
plex-nystatin capsules, its expiration 
date shall be 18 months after the month 
during which the batch was certified, ex¬ 
cept that the date may be one of the 
longer dates permitted in § 146C.204 if 
the person who requests certification has 
submitted to the Commissioner results of 
tests and assays showing that after hav¬ 
ing been stored for such period of time 
such drug as prepared by him complies 
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with the standards prescribed therefor 
by this section. 

(c) In addition to complying with the 
requirements of § 146C.204 (d), a person 
who requests certification of a batch 
shall submit with his request a state¬ 
ment showing the batch mark and (un¬ 
less they were previously submitted) the 
results and the date of the latest tests 
and assays of the nystatin used in mak¬ 
ing the batch for potency, toxicity, pH, 
moisture, and identity. He shall also 
submit in connection with his request 
(unless it was previously submitted) a 
sample consisting of 10 packages, each 
containing approximately equal portions 
of not less than 300 milligrams of the 
nystatin used in making the batch. 

(d) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
paragraph (c) of this section shall be: 

(1) $1.00 for each capsule. 

(2) $4.00 for each immediate con¬ 
tainer of nystatin. 

§ 146c.225 Tetracycline hydrochloride- 
nystatin tablets. 

Tetracycline hydrochloride-nystatin 
tablets are tablets that conform to all 
requirements and are subject to all pro¬ 
cedures prescribed by § 146c.224 for tet¬ 
racycline hydrochloride -nystatin cap¬ 
sules, except that the expiration date is 
the date that is 24 months after the 
month during which the batch was cer¬ 
tified. In addition to the requirements 
prescribed by § 146c.224, tablets not ex¬ 
ceeding 15 millimeters in diameter, or 
not intended only for preparing solu¬ 
tions, shall disintegrate within 1 hour. 
A person who requests certification shall 
therefore also submit for disintegration- 
time studies, results of this test made 
by him and a sample of six tablets. The 
fee for the tablets submitted for disin¬ 
tegration-time studies shall be $3.00. 


§ 146c.226 Tetracycline and vasocon¬ 
strictor suspension; tetracycline and 

_ (the blank being filled in 

with the common or usual name of 
the vasoconstrictor) suspension. 

(a) Standards of identity, strength, 
quality, and purity. Tetracycline and 
vasoconstrictor suspension is tetracycline 
and a suitable vasoconstrictor, with or 
without one or more suitable and harm¬ 
less suspending or dispersing agents, pre¬ 
servatives, buffer substances, colorings, 
and flavorings, with or without cortisone 
or a suitable derivative of cortisone, sus¬ 
pended in a suitable and harmless ve¬ 
hicle. Each milliliter contains a quan¬ 
tity of tetracycline equivalent to not less 
than 3.75 milligrams of tetracycline hy¬ 
drochloride. The pH is not less than 3.0 
nor more than 5.0. The tetracycline 
used conforms to the requirements of 
§ 146c.220(a). Each other substance 
used, if its name is recognized in the 
U.S.P. or N.F., conforms to the standards 
prescribed therefor by such official 
compendium. 

(b) Packaging. In all cases the imme¬ 
diate container shall be a tight container 
as defined by the U. S. P., and shall be 
of such composition as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limit therefor 
in applicable standards, except that 
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minor changes so caused that are normal 
and unavoidable in good packaging, 
storage, and distribution practice shall 
be disregarded. 

(c) Labeling—( 1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
the outside label or container and the 
immediate container, as hereinafter in¬ 
dicated, the following: 

(1) The statement “Expiration date 

_” the blank being filled in 

with the date that is 12 months after the 
month during which the batch was 
certified. 

(ii) If it contains, in addition to 
tetracycline, one or more other active 
ingredients specified in paragraph (a) of 
this section, after the name “tetracycline 
and vasoconstrictor suspension," wher¬ 
ever such name appears, the words “with 

_the blank being filled in 

with the common or usual name of each 
such other ingredient used, in juxtaposi¬ 
tion with such name. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription" each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark, 
the number of packages of each size in 
such batch, the batch mark and (unless 
it was previously submitted) the date on 
which the latest assay of the tetracycline 
used in making the batch was completed, 
the date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted, the quantity of each ingredient 
used in making the batch, and a state¬ 
ment that each such ingredient con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch: Average potency per 
milliliter, and pH. 

(ii) The tetracycline used in making 
the batch: Potency, toxicity, moisture, 
pH, crystallinity, and absorptivity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch: One package for each 
5,000 packages in the batch, but in no 
case less than 5 packages, collected by 
taking single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
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during the intervals are approximately 
equal. 

(ii) The tetracycline used in making 
the batch: 10 packages, each containing 
approximately equal portions of not less 
than 60 milligrams, packaged in accord¬ 
ance with the requirements of § 146C.220 

(b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each containing approximately 5 grams, 
except if cortisone, or a derivative of 
cortisone is used, such package shall con¬ 
tain approximately 100 milligrams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees. The fee for, the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each package in the 
samples submitted in accordance with 
paragraph (d) (3) (i), (ii), and (iii) 
of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of> § 146.3 
of this chapter for the issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146c.227 Chlortetracycline spray dress¬ 
ing (chlortetracycline hydrochloride 
spray dressing). 

(a) Standards of identity, strength, 
quality, and purity. Chlortetracycline 
spray dressing is chlortetracycline hy¬ 
drochloride ointment and one or more 
suitable and harmless inert gases. It is 
sterile. The chlortetracycline hydro¬ 
chloride ointment used conforms to the 
standards prescribed for chlortetracy¬ 
cline hydrochloride ointment by § 146c.- 
202 (a), except that its potency is not less 
than 20 milligrams per gram. Each 
other substance used, if its name is recog¬ 
nized in the U.S.P. or N.F., conforms to 
the standards prescribed therefor by such 
official compendium. 

(b) Packaging, in all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. and shall 
be of such composition as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused that are 
normal and unavoidable in good pack¬ 
aging, storage, and distribution practice 
shall be disregarded. Each such con¬ 
tainer shall contain not less than 30 
grams of ointment and shall contain one 
or more suitable and harmless inert 
gases. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 


of the act), each package shall bear on 
the outside wrapper or container and the 
immediate container the statement “Ex¬ 
piration date _,” the blank 

being filled in with the date that is 24 
months after the month during which 
the batch was certified. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall in¬ 
clude information containing directions 
and warnings adequate for the veterinary 
use of the drug by the laity. 

(d) Request for certification; samples 
(1) In addition to complying with the re¬ 
quirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the chlortetracycline 
used in making the batch was completed, 
the quantity of each ingredient used in 
making such batch, the date on which 
the latest assay of the drug comprising 
such batch was completed, and that each 
ingredient used in making the batch 
conforms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch: Average potency per 
gram, sterility, and moisture. 

(ii) The chlortetracycline used in 
making the batch: Potency, toxicity, 
moisture, pH, and crystallinity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities herein¬ 
after indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility; 1 im¬ 
mediate container for each 5,000 immedi¬ 
ate containers in the batch, but in no 
case less than 6 immediate containers. 

(b) For sterility testing: 10 immediate 
containers. 

Such samples shall be collected by taking 
single immediate containers at such in¬ 
tervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The chlortetracycline used in 
making the batch: 10 packages, each 
containing approximately equal portions 
of not less than 60 milligrams, packaged 
in accordance with the requirements of 
§ 146c.201(b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch: 1 package of each 
component of the ointment base, each 
containing approximately 200 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 


(3) (ii) of this paragraph, is require 
if such result or sample has been pre 
viously submitted. 

(e) Fees. The fee for the service, 
rendered with respect to each batch un 
der the regulations in this part shall be 

(1) $4.00 for each package in the sam 
pies submitted in accordance with para 
graph (d) (3) (i) (a) (ii), and (iii) l 
this section; $ 10.00 for all containers sub 
mitted in accordance with paragranv 
(d) (3) (i) (b) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require- 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 


:e’ 


The fee prescribed by subparagraph ( 1 ) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146c.228 Chlortetracycline hydroehlo, 
ride-neomycin tablets veterinary; tet. 
racy cline hydroeliloride-n e o m y c i n 
tablets veterinary. 

Chlortetracycline hydrochloride-neo¬ 
mycin tablets veterinary and tetracycline 
hydrochloride-neomycin tablets veteri¬ 
nary are tablets that conform to all re¬ 
quirements and are subject to all proce¬ 
dures prescribed by § 146c.204 for chlor- 
tetracycline hydrochloride capsules and 
tetracycline hydrochloride capsules, ex¬ 
cept that: 

(a) Each tablet shall contain not less 
than 125 milligrams of neomycin. The 
neomycin used conforms to the require¬ 
ments prescribed by § 146a.410(a) (2) of 
this chapter. Tablets not exceeding 15 
millimeters in diameter, or not intended 
only for preparing solutions, shall dis¬ 
integrate within 1 hour. 

(b) [Reserved] 

(c) In addition to complying with the 
requirements of § 146c:204(d), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the number of milligrams of 
chlortetracycline hydrochloride or tetra¬ 
cycline hydrochloride and neomycin in 
each tablet of the batch, the batch mark, 
and, if required by paragraph (a) of 
this section, disintegration time, and 
(unless it was previously submitted) the 
results and the date of the latest tests 
and assays of the neomycin used in mak¬ 
ing the batch for potency, toxicity, mois¬ 
ture, and pH. He shall also submit in 
connection with his request (unless it 
was previously submitted) a sample con- 
sisting of 5 packages containing approx¬ 
imately equal portions of not less than 
0.5 gram each of the neomycin used in 
making the batch, and a sample of 6 
tablets for disintegration-time studies. 

(d) The fees for the services rendered 
with respect to the samples submitted 
in accordance with the requirements of 
this section shall be: 

(1) $1.00 for each tablet submitted in 
accordance with the requirements of 
§ 146c.204(d) (3) (i). 

(2) $3.00 for all tablets submitted for 
disintegration-time studies in accord¬ 
ance with paragraph (c) of this section 
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IU6c.229 Tetracycline-nystatin oral 
P suspension; tetracycline phosphate 
complex-nystatin oral suspension 
(tetracycline phosphate complex- 
nystatin oral drops). 

I Tetracycline-nystatin oral suspension 
Ld tetracycline phosphate complex- 
bstatm oral suspension are suspensions 
feat conform to all the requirements and 
Procedures prescribed by § 146C.222 for 
Ltracycline oral suspension or tetra- 
[ycline phosphate complex oral suspen¬ 
sion, except that: 

I (a) Each milliliter contains not less 
Ln 25,000 units of nystatin. The ny- 
ftatin used conforms to the standards 
[prescribed by § 146c.224 (a). 

1 (b) [Reserved] 

(c) In addition to complying with the 
Luirements of § 146C.222 (d), a person 
who requests certification of a batch 
shall submit with his request a statement 
[showing the batch mark and (unless they 
were previously submitted) the results 
and the date of the latest tests and as¬ 
says of the nystatin used in making the 
batch for potency, toxicity, pH, moisture, 
and identity. He shall also submit in 
connection with his request a sample 
Consisting of not less than six immediate 
Containers of the batch and (unless it 
was previously submitted) a sample con- 
fisting of 10 packages, each containing 
Approximately equal portions of not less 
than 300 milligrams of the nystatin used 
in making the batch. 

(d) The fee for the services rendered 
kith respect to the samples submitted in 
accordance with the requirements of 
paragraph (c) of this section shall be: 

(1) $5.00 for each immediate con¬ 
tainer of the batch. 

(2) $4.00 for each package of the 
mystatin used in making the batch. 

§ 146c.230 Chlortetracycline hydrochlo¬ 
ride powder topical; tetracycline hy¬ 
drochloride powder topical. 

(a) Standards of identity , strength, 
\quality, and purity. Chlortetracycline 
hydrochloride powder topical and tetra¬ 
cycline hydrochloride power topical are 
chlortetracycline hydrochloride or tetra¬ 
cycline hydrochloride, with or without 
suitable and harmless preservatives, 
diluents, and local anesthetics. The 
moisture content is not more than 

2 percent. The chlortetracycline hy¬ 
drochloride used conforms to the re¬ 
requirements of § 146c 201 (a), ex¬ 
cept § 146C.201 (a) (2), (3), (4), and (5). 
The tetracycline hydrochloride used con- 
Iforms to the requirements of § 146c.218 
I (a), except § 146C.218 (a) (2), (3), (4), 
and (5). Each other substance used, if 

! its name is recognized in the U. S. P. or 
S N. F., conforms to the standards pre- 
| scribed therefor by such official com¬ 
pendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. The 
composition of the immediate container 
shall be such as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limit therefor 
in applicable standards, except that 

| minor changes so caused that are normal 
and unavoidable in good packaging, stor- 
! age, and distribution practice shall be 
No. 261—Pt. H-24 


disregarded. Each such container may 
contain one or more suitable and harm¬ 
less inert gases. 

(c) Labeling. Each package shall bear 
on its label or labeling, as hereinafter 
indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark. 

(ii) The number of milligrams of 
chlortetracycline hydrochloride or tet¬ 
racycline hydrochloride per gram or per 
immediate container. 

(iii) The statement “Expiration date 

_the blank being filled in 

with one of the following dates: 

(a) If it is chlortetracycline hydro¬ 
chloride powder topical, 48 months after 
the month during which the batch was 
certified. 

(b) If it is tetracycline hydrochloride 
powder topical, 24 months after the 
month during which the batch was certi¬ 
fied, except that the date that is 36 
months, 48 months, or 60 months after 
the month during which the batch was 
certified may be used if the person who 
requests certification has submitted to 
the Commissioner results of tests and 
assays showing that after having been 
stored for such period of time such drug 
as prepared by him complies with the 
standards prescribed therefor by para¬ 
graph (a) of this section. 

(c) If it is packaged with inert gases, 
24 months. 

(iv) If it contains preservatives or lo¬ 
cal anesthetics, the name and quantity 
of each such ingredient. 

(2) On the circular or other labeling 
within or attached to the package, if it 
is packaged for dispensing, adequate di¬ 
rections and warnings for prophylactic 
use by man, or for the veterinary use 
of such drug. Such circular or other 
labeling may also bear a statement that 
a brochure or other printed matter con¬ 
taining information for other uses of 
such drug by practitioners licensed by 
law to administer it will be sent to such 
practitioners on request. 

(d) Request for certification ; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the chlortetracycline 
hydrochloride or tetracycline hydro¬ 
chloride used in making such batch was 
completed, the number of milligrams in 
each immediate container, the quantity 
of each ingredient used in making the 
batch, the date on which the latest assay 
of the drug comprising such batch was 
completed, and a statement that each 
ingredient used in making the batch con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: Potency and moisture. 


(ii) The chlortetracycline hydrochlo¬ 
ride or tetracycline hydrochloride used 
in making the batch: Potency, moisture, 
pH, crystallinity, and absorptivity if it 
is tetracycline hydrochloride. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch: One immediate con¬ 
tainer for each 5,000 containers in the 
batch, but in no case less than 5 imme¬ 
diate containers (or if it is packaged with 
inert gases, not less than 7 immediate 
containers). Such sample shall be col¬ 
lected by taking single immediate con¬ 
tainers at such intervals throughout the 
entire time of packaging the batch that 
the quantities packaged during the in¬ 
tervals are approximately equal. 

(ii) The chlortetracycline hydrochlo¬ 
ride or tetracycline hydrochloride used in 
making the batch: 10 packages, each 
containing approximately equal portions 
of not less than 60 milligrams, packaged 
in accordance with the requirements of 
§ 146C.201 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) §4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) of this 
section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

(f) Exemption of chlortetracycline 
hydrochloride powder topical and tetra¬ 
cycline hydrochloride powder topical for 
veterinary use from certification. Chlor¬ 
tetracycline hydrochloride powder top¬ 
ical and tetracycline hydrochloride 
powder topical that conform to the re¬ 
quirements of paragraphs (a), (b), and 

(c) of this section shall be exempt (un¬ 
less they are packaged with inert gases) 
from the requirements of sections 502 (1) 
and 507 of the act, if they comply with 
all the following conditions: 

(1) They are intended solely for vet¬ 
erinary use and are conspicuously so 
labeled. 

(2) The labels bear an expiration date 
that is 48 months, if it is chlortetra¬ 
cycline hydrochloride powder topical, or 
24 months, if it is tetracycline hydro- 
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chloride powder topical, after the month 
in which the batch was last assayed and 
released by the manufacturer, except, if 
it is tetracycline hydrochloride powder 
topical, the date that is 36 months, 48 
months, or 60 months may be used if the 
manufacturer has submitted to the Com¬ 
missioner results of tests and assays 
showing that after having been stored 
for such period of time such drug as 
prepared by him complies with the 
standards prescribed therefor by para¬ 
graph (a) of this section. 

(3) The circular or other labeling 
within or attached to the package bears 
information that the drug is intended 
solely for the prevention of infection in 
superficial cuts and abrasions and for 
the treatment of pinkeye in veterinary 
animals, and further, bears directions 
and warnings adequate for such use. 


§ 146c.231 Capsules tetracycline and 
oleandomycin phosphate; capsules 
tetracycline and triacetyloleandomy- 
cin; capsules tetracycline hydrochlo¬ 
ride and oleandomycin phosphate; 
capsules tetracycline hydrochloride 
and triacetyloleandomycin. 

(a) Standards of identity, strength, 
quality, and purity. Capsules tetra¬ 
cycline and oleandomycin phosphate, 
capsules tetracycline and triacetyl¬ 
oleandomycin, capsules tetracycline 
hydrochloride and oleandomycin phos¬ 
phate, and capsules tetracycline hy¬ 
drochloride and triacetyloleandomycin 
are capsules that conform to all require¬ 
ments and procedures prescribed by 
§ 146c.204 for tetracycline capsules and 
tetracycline hydrochloride capsules, ex¬ 
cept that: 

(1) Each capsule contains not less 
than 30 milligrams of oleandomycin 
activity either as the phosphate salt or 
as triacetyloleandomycin. The olean¬ 
domycin phosphate or the triacetyl¬ 
oleandomycin used is the crystalline 
phosphate salt or the triacetyl ester of 
a kind of oleandomycin, produced by the 
growth of Streptomyces antibioticus. If 
oleandomycin phosphate is used, its po¬ 
tency is not less than 750 fig. per milli¬ 
gram ; it is nontoxic; its moisture content 
is not more than 5.0 percent; its pH 
in a solution containing 100 milligrams 
per milliliter is not less than 3.0 and not 
more than 6.0. If triacetyloleandomycin 
is used its potency is not less than 760 
micrograms per milligram. It is non¬ 
toxic; its moisture content is not more 
than 1.0 percent; its Rf value by paper 
chromatography is approximately 0.85. 
If more than one spot appears on the 
paper chromatogram, determine its 
acetyl value, which is not less than 15.3 
percent and not more than 16.0 percent; 
its pH in a saturated aqueous alcohol 
solution containing 100 milligrams per 
milliliter is not less than 7.0 and not 
more than 8.5. 

(2) The moisture content of the cap¬ 
sule is not more than 6 percent. 

(3) The expiration date of the drug 
shall be 24 months, except that the date 
that is 36 months after the month 
during which the batch was certified 
may be used if the person who requests 
certification has submitted to the Com¬ 
missioner results of tests and assays 


showing that such drug as prepared by 
him is stable for such period of time. 

(4) In addition to complying with the 
requirements of § 146c.204 (d), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the batch mark and (unless 
previously submitted) the results and the 
date of the latest tests and assays of 
the oleandomycin phosphate or triacetyl¬ 
oleandomycin used in making the batch 
for potency, toxicity, moisture, pH, cry¬ 
stallinity, and Ri value and acetyl value 
if triacetyloleandomycin is used. He 
shall also submit in connection with his 
request (unless previously submitted) 
a sample consisting of 10 packages, each 
containing approximately equal portions 
or not less than 300 milligrams of the 
oleandomycin used in making the batch. 

(b) The fees for the services rendered 
with respect to the samples submitted 
in accordance with the requirements of 
paragraph (a) (4) of this section shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer of oleandomycin. 

(2) $5.00 for each immediate con¬ 
tainer of triacetyloleandomycin. 

(3) $1.00 for each capsule. 


§ 146c.232 
plex. 


Tetracycline phosphate com- 


(a) Standards of identity, strength, 
quality, and purity. Tetracycline phos¬ 
phate complex is the crystalline sodium 
metaphosphate complex of a kind of 
tetracycline. It is so purified and dried 
that: 

(1) Its potency is not less than 750 
tig. per milligram on the anhydrous basis. 

(2) It is nontoxic. 

(3) Its moisture content Is not more 
than 9 percent. 

(4) Its pH in an aqueous suspension 
prepared by adding 10 milligrams per 
milliliter is not less than 2.0 and not 
more than 4.0. 

(5) Its absorptivity at 380 m/z, calcu¬ 
lated on the anhydrous basis, is 82.0±4.9 
percent of the tetracycline hydrochloride 
working standard treated as described in 
§ 141c.218(e). 

(6) It does not contain any tetra¬ 
cycline as the hydrochloride and not 
more than 1 percent as tetracycline base. 

(b) Packaging; labeling; request for 
certification, samples; fees. Tetra¬ 
cycline phosphate complex conforms to 
all requirements and procedures pre¬ 
scribed for tetracycline by § 146C.220 (b), 

(c), (d), and (e), except that it shall be 
labeled with an expiration date that is 
18 months after the month during which 
the batch was certified, and except that 
the sample submitted for certification 
shall contain one additional package 
containing approximately 1 gram. 


crystalline oleandomycin phosphate used 
conforms to the standards prescribed bv 
§ 146C.231 (a) (1). y 

(b) The moisture content is not more 
than 5 percent. 

(c) The pH of the suspension when 
reconstituted as directed in its labeling 
is not less than 4.0 and not more than 
7.0. 

(d) The expiration date of the drug 
shall be 24 months. 

(e) In addition to complying with 
§ 146C.205 (d), a person who requests 
certification of a batch shall submit with 
his request a statement showing the 
batch mark and (unless previously sub¬ 
mitted) the results and the date of the 
latest tests and assays of the oleando¬ 
mycin phosphate used in making the 
batch for potency, toxicity, moisture, 
pH, and crystallinity. He shall also sub¬ 
mit in connection with his request a sam¬ 
ple consisting of not less than 6 im¬ 
mediate containers of the batch and 
(unless previously submitted) a sample 
consisting of 10 packages, each contain¬ 
ing approximately equal portions of not 
less than 300 milligrams of the oleando¬ 
mycin used in making the batch. 

(f) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
paragraph (e) of this section shall be: 

(1) 5.00 for each immediate con¬ 
tainer of the batch. 

(2) $4.00 for each immediate con¬ 
tainer of the oleandomycin used in mak¬ 
ing the batch. 


§ 146c.234 Capsules tetracycline hydro¬ 
chloride and novobiocin; capsules 
tetracycline phosphate complex and 
novobiocin. 


§ 146c.233 Tetracycline - oleandomycin 
phosphate for oral suspension. 

Tetracycline-oleandomycin phosphate 
for oral suspension conforms to all re¬ 
quirements and procedures prescribed by 
§ 146C.205 for tetracycline powder, ex¬ 
cept that: 

(a) When reconstituted as directed in 
the labeling, each milliliter shall contain 
not less than 16 milligrams of tetra¬ 
cycline and not less than 8 milligrams of 
oleandomycin as the phosphate salt. The 


Capsules tetracycline hydrochloride 
and novobiocin and capsules tetracycline 
phosphate complex and novobiocin are 
capsules that conform to all requirements 
and procedures prescribed by § 146c.204 
for tetracycline hydrochloride capsules 
and tetracycline phosphate complex cap¬ 
sules, except that: 

(a) Unless it is intended solely for 
veterinary use and is conspicuously so 
labeled, each capsule contains not less 
than 62.5 milligrams of novobiocin as the 
monosodium salt. The crystalline novo¬ 
biocin used conforms to the requirements 
for novobiocin prescribed by § 146a.53(a) 
of this chapter. 

(b) If it is intended solely for veteri¬ 
nary use and is conspicuously so labeled 
it may contain cortisone or a suitable 
derivative of cortisone. 

(c) The moisture content of the cap¬ 
sules is not more than 4 percent if it 
contains tetracycline hydrochloride and 
not more than 9 percent if it contains 
tetracycline phosphate complex. 

(d) The expiration date shall be the 
date that is 18 months after the month 
during which the batch was certified, 
except that the blank may be filled in 
with the date that is 24 months or 36 
months after the month during which 
the batch was certified if the person 
who requests certification has submitted 
to the Commissioner results of tests and 
assays showing that such drug as pre¬ 
pared by him is stable for such period 
of time. If it is intended solely for 
veterinary use and it contains cortisone 
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or a derivative of cortisone, in addition 
to the labeling prescribed by this sec¬ 
tion, its label and labeling shall conform 
also with the requirements of § 1.106(c) 
of this chapter (regulations issued 
under section 502(f) of the act). 

(e) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
paragraph (d) of this section shall be: 

(1) $4.00 for each immediate con¬ 
tainer of novobiocin. 

(2) $1.00 for each capsule submitted. 

§ 146c. 235 Tetracycline hydrochloride- 
oleandomycin phosphate for aqueous 
injection. 

(a) Standards of identity, strength, 
quality, and purity. Tetracycline hydro¬ 
chloride-oleandomycin phosphate for 
aqueous injection is a dry mixture of 
tetracycline hydrochloride and oleando¬ 
mycin phosphate with one or more suit¬ 
able and harmless buffer substances. 
Each vial contains not less than 167 
milligrams of tetracycline hydrochloride 
and not less than 83 milligrams of 
oleandomycin phosphate. It is sterile, 
nontoxic, nonpyrogenic, and contains no 
histamine or histamine-like substances; 
its moisture content is not more than 3.0 
percent; the pH of the suspension, when 
reconstituted as directed in its labeling, 
is not less than 1.8 and not more than 
3.0. The tetracycline hydrochloride 
used conforms to the requirements of 
§ 146C.218 (a). The crystalline oleando¬ 
mycin phosphate used conforms to the 
standards prescribed by § 146c.231 (a) 
(1) for potency and crystallinity. Each 
other substance used, if its name is 
recognized in the U. S. P. or N. F., con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

(b) Packaging . In all cases the im¬ 
mediate containers shall be tight con- 

► tainers as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition as 
will not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused that are normal and unavoid¬ 
able in good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 
The immediate containers shall be of 
colorless transparent glass, closed by a 
substance through which a hypodermic 
needle may be introduced and. with¬ 
drawn without removing the closure or 
destroying its effectiveness. Each such 
container may be packaged in combina¬ 
tion with a container of a suitable and 
harmless diluent. 

(c) Labeling. In addition to the 
labeling requirements prescribed by 
§ 1.106(b) of this chapter (regulations 
issued under section 502(f) of the act), 
each package shall bear on its label or 
labeling, as hereinafter indicated, the 
following: ' 

(i) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date- 

the blank being filled in with the date 
that is 24 months after the month 
during which the batch was certified. 
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(ii) On the circular or other labeling 
within or attached to the package, a 
statement of the conditions under which 
solutions prepared from the drug should 
be stored. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the dates on which 
the latest assays of the tetracycline hy¬ 
drochloride and oleandomycin phosphate 
used in making such batch were com¬ 
pleted, the number of milligrams of tet¬ 
racycline hydrochloride and the number 
of milligrams of oleandomycin phosphate 
in each package, the date on which the 
latest assay of the drug comprising the 
batch was completed, the quantity of 
each other ingredient used in making the 
batch, and a statement that each such 
ingredient conforms to the requirements 
prescribed therefor by this section. If 
such batch or any part thereof it to be 
packaged with a diluent, such request 
shall also be accompanied by a statement 
that such diluent conforms to the re¬ 
quirements prescribed therefor by this 
section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request the results of the tests 
and assays listed after each of the fol¬ 
lowing, made by him on an accurately 
representative sample of: 

(i) The batch: Potency, sterility, tox¬ 
icity, pyrogens, histamine, moisture, and 
pH. 

(ii) The tetracycline hydrochloride 
used in making the batch: Potency, ab¬ 
sorptivity, and crystallinity. 

(iii) The oleandomycin phosphate 
used in making the batch: Potency and 
crystallinity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility: 1 
immediate container for each 5,000 im¬ 
mediate containers in the batch, but in 
no case less than 12 immediate con¬ 
tainers 

(b) For sterility testing: 10 immediate 
containers. 

Such samples shall be collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The tetracycline hydrochloride 
used in making the batch: 3 packages 
containing approximately equal portions 
of not less than 500 milligrams, pack¬ 
aged in accordance with the require¬ 
ments of § 146C.201 (b). 

(iii) The oleandomycin used in mak¬ 
ing the batch: 2 packages containing 
approximately equal portions of not less 
than 500 milligrams. 
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(iv) In case of an initial request for 
certification, each other ingredient used 
in making the batch: 1 package of each, 
containing approximately 5 grams. 

(v) In case of an initial request for 
certification of a batch that is to be 
packaged in combination with a diluent 
that is not recognized by the U. S. P. or 
when any change is made in the compo¬ 
sition of such diluent: 5 packages of the 
diluent included in the combination. 

(4) The results referred to in subpara¬ 
graph (2) (ii) and (iii) of this paragraph 
and the samples referred to in subpara¬ 
graph (3) (ii) and (iii) of this para¬ 
graph are not required if such results or 
samples have been previously submitted. 

(e) Fees. The fees for the services 
rendered with respect to the samples sub¬ 
mitted in accordance with the require¬ 
ments of paragraph (d) of this section 
shall be: 

(1) $5.00 for each immediate con¬ 
tainer in the sample submitted in accord¬ 
ance with paragraph (d) (3) (i) (a) of 
this section; $10.00 for all immediate 
containers submitted in accordance with 
paragraph (d) (3) (i) (b) of this section; 
$4.00 for each immediate container in 
the samples submitted in accordance 
with paragraph (d) (3) (ii), (iii), (iv), 
and (v) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 of this 
chapter. 

§ 146c.236 Tetracycline-nystatin for oral 
suspension. 

Tetracycline-nystatin for oral suspen¬ 
sion conforms to all requirements and 
procedures prescribed by § 146c.205 for 
tetracycline powder, except § 146C.205 
(f), and except that: 

(a) When reconstituted as directed in 
the labeling, each milliliter shall contain 
not less than 25 milligrams of tetracy¬ 
cline and not less than 25,000 units of 
nystatin. The nystatin used conforms 
to the standards prescribed by § 146C.224 
(a). 

(b) The pH of the suspension, when 
reconstituted as directed in its labeling, 
is not less than 4.5 and not more than 
5.5. 

(c) The expiration date of the drug 
shall be 12 months, except that the date 
that is 18 months or 24 months after the 
month during which the batch was cer¬ 
tified may be used if the person who re¬ 
quests certification has submitted to the 
Commissioner results of tests and assays 
showing that such drug as prepared by 
him is stable for such period of time. 

(d) In addition to complying with the 
requirements of § 146c.205 (d), a person 
who requests certification of a batch 
shall submit with his request a state¬ 
ment showing the batch mark and (un¬ 
less they were previously submitted) the 
results and the date of the latest tests 
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and assays of the nystatin used in mak¬ 
ing the batch for potency, toxicity, pH, 
moisture, and identity. He shall also 
submit in connection with his request 
a sample consisting of not less than 6 
immediate containers of the batch and 
(unless it was previously submitted) a 
sample consisting of 10 packages, each 
containing approximately equal portions 
of not less than 300 milligrams of the 
nystatin used in making the batch. 

(e) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
paragraph (d) of this section shall be: 

(1) $5.00 for each immediate con¬ 
tainer in the sample of the batch. 

(2) $4.00 for each immediate con¬ 
tainer of the nystatin used in making 
the batch. 

§- 146c.237 Chlortetracycline-neomycin- 
streptomycin ointment; chlortetracy- 
cline-neomycin - dihydrostreptomycin 
ointment; tetracycline hydrochloride- 
neomycin-streptomycin ointment; tet¬ 
racycline hydrochloride-neomycin-di¬ 
hydrostreptomycin ointment. 

(a) Chlortetracycline-neomycin-strep¬ 
tomycin ointment, chlortetracycline-ne- 
omycin-dihydrostreptomycin ointment, 
tetracycline hydrochloride-neomycin- 
streptomycin ointment, and tetracycline 
hydrochloride - neomycin - dihydrostrep - 
tomycin ointment conform to all require¬ 
ments and are subject to all procedures 
prescribed by § 146c.202 for chlortetra- 
cycline hydrochloride ointment and 
tetracycline hydrochloride ointment, 
except that: 

(1) They contain not less than 28 
milligrams of chlortetracycline hydro¬ 
chloride or tetracycline hydrochloride 
per gram. 

(2) They contain not less than 14 
milligrams of neomycin per gram. The 
neomycin used conforms to the require¬ 
ments prescribed by § 146e.410 (a) (2) 
of this chapter, except the standard for 
toxicity. 

(3) They contain not less than 14 mil¬ 
ligrams of streptomycin or dihydrostrep¬ 
tomycin per gram. The streptomycin 
used conforms to the standards pre¬ 
scribed by § 146b.101 (a) of this chapter, 
except § 146b.l01 (a) (2), (3), (4), and 
(5). The dihydrostreptomycin used con¬ 
forms to the standards prescribed by 
§ 146b. 103 of this chapter, except the 
standards for sterilty, toxicity, pyrogens, 
and histamine. 

(b) Its expiration date shall be 36 
months after the month during which 
the batch was certified. 

(c) In addition to complying with the 
requirements of § 146C.202 (d), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the batch marks and (unless 
they were previously submitted) the re¬ 
sults and dates of the latest tests and 
assays of the neomycin and streptomycin 
or dihydrostreptomycin used in making 
the batch for potency, moisture, pH, 
streptomycin content of the dihydro¬ 
streptomycin and crystallinity if it is 
crystalline dihydrostreptomycin. He 
shall also submit in connection with his 
request a sample consisting of not less 
than 8 packages of such ointment and 


(unless they were previously submitted) 
accurately representative samples of the 
following, in the quantities indicated: 

(1) The neomycin used in making the 
batch: 5 packages, each containing ap¬ 
proximately equal portions of not less 
than 0.5 gram. 

(2) The streptomycin or dihydrostrep¬ 
tomycin used in making the batch; 6 
packages, each containing approximately 
equal portions of not less than 0.5 gram. 

(d) The fees for the services rendered 
with respect to the samples submitted 
in accordance with the requirements of 
paragraph (c) of this section shall be: 

(1) $6.00 for each immediate con¬ 
tainer of the ointment. 

(2) $4.00 for each immediate con¬ 
tainer of neomycin and streptomycin or 
dihydrostreptomycin. 

§ 146c.238 Tablets tetracycline hydro¬ 
chloride and novohiocin. 

Tablets tetracycline hydrochloride and 
novobiocin are tablets that conform to all 
requirements and procedures prescribed 
by § 146c.204 for tetracycline hydro¬ 
chloride capsules, except that: 

(a) Unless they are intended solely for 
veterinary use and are conspicuously so 
labeled, each tablet shall contain not 
less than 125 milligrams of novobiocin as 
the crystalline monosodium salt or crys¬ 
talline calcium salt. The novobiocin 
used conforms to the requirements for 
monoscdium novobiocin prescribed by 
§ 146a.53 (a) of this chapter, or if cal¬ 
cium novobiocin is used, it is produced by 
the growth of Streptomyces niveus, has a 
potency of not less than 750 ^g, per milli¬ 
gram, is nontoxic, has a moisture con¬ 
tent of not more than 10 percent, and its 
pH in a saturated aqueous solution is 
not less than 6.5 and not more than 8.5. 

(b) The moisture content of the tab¬ 
lets is not more than 6 percent. Tablets 
not exceeding 15 millimeters in diameter, 
or not intended only for preparing solu¬ 
tions, shall disintegrate within 1 hour. 

(c) The expiration date of the drug 
shall be 36 months. 

(d) In addition to complying with the 
requirements of § 146C.204, a person who 
requests certification of a batch shall 
submit with his request a statement 
showing the batch mark, and if required 
by paragraph (b) of this section, disin¬ 
tegration time, and (unless previously 
submitted) the results and the date of 
the latest tests and assays of the novobio¬ 
cin used in making the batch for potency, 
toxicity, pH, crystallinity, and moisture. 
He shall submit a sample of 6 tablets for 
disintegration-time studies. He shall 
also submit in connection with his re¬ 
quest (unless previously submitted) a 
sample consisting of 10 packages, each 
containing approximately equal portions 
of not less than 300 milligrams of the 
novobiocin used in making the batch. 

(e) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of this 
section shall be: 

(1) $1.00 for each tablet submitted in 
accordance with the requirements of 
§ 146c.204(d) (3) (i). 

(2) $3.00 for all tablets submitted for 
disintegration-time studies in accord¬ 
ance with paragraph (d) of this section. 


§ 146c.239 Tetracycline-novobiocin for 
oral suspension. ^ 

Tetracycline-novobiocin powder for 
oral suspension conforms to all require¬ 
ments and procedures prescribed by 
§ 146C.205 for tetracycline powder, ex- f 
cept paragraph (f) of that section, and 
except that: 

(a) When prepared as directed in its 
labeling, each milliliter contains 12.5 
milligrams of crystalline monosodium 1 
novobiocin or crystalline calcium novo¬ 
biocin and a quantity of tetracycline 
equivalent to 12.5* milligrams of tetra¬ 
cycline hydrochloride. The novobiocin 1 
used conforms to the requirements pre¬ 
scribed by § 146a.53 (a) of this chapter 
or § 146C.238. 

(b) Its moisture content is not more 4 
than 5 percent. 

(c) [Reserved.] 

(d) In addition to complying with the 
requirements of § 146C.205, a person who . 
requests certification of a batch shall 
submit with his request a statement 
showing the batch mark and (unless 
previously submitted) the results and 
the date of the latest tests and assays 
of the novobiocin used in making the 
batch for potency, toxicity, crystallinity, 
pH, and moisture. He shall also submit 
in connection with his request a sample < 
consisting of not less than 6 immediate 
containers of the batch and (unless pre¬ 
viously submitted) a sample consisting 
of 10 packages, each containing approxi- j 
mately equal portions of not less than 
300 milligrams of the novobiocin used 
in making the batch. 

(e) The fees for the services rendered 
in accordance with the requirements of 
paragraph (d) of this section shall be: 

(1) $5.00 for each immediate con¬ 
tainer of the batch submitted. 

(2) $4.00 for each immediate con¬ 
tainer of novobiocin submitted. 

§ 146c.240 Tetracycline-triacetylole- 

andomycin syrup (tetracycline-tri- 
acetyloleandomycin oral drops; tet- 
racycline-triacetyloleandoniycin hom¬ 
ogenized mixture). 

(a) Tetracycline - triacetyloleando- I 
mycin syrup conforms to all require¬ 
ments and procedures prescribed by 
§ 146C.217 for tetracycline syrup, except 
that: 

(1) Each milliliter contains a quantity 

of triacetyloleandomycin equivalent to j 
not less than 8.0 milligrams of oleando- t 
mycin activity, and a quantity of tetra- ] 
cycline equivalent to not less than 16.0 
milligrams of tetracycline hydrochlo¬ 
ride. The triacetyloleandomycin used «, 
conforms to the requirements of j 
§ 146C.231 (a) (1). 

(2) It may contain glucosamine hy¬ 
drochloride. i 

(3) Its pH is not less than 4.0 and 
not more than 7.0. 

(4) [Reserved.] 

(5) In addition to complying with i 
§ 146c.217 (d), a person who requests 1 
certification of a batch shall submit with 
his request a statement showing the 
batch mark and (unless they were pre¬ 
viously submitted) the results and the J 
date of the latest tests and assays of the 
triacetyloleandomycin used in making 
the batch for potency, toxicity, moisture, i 
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pH, crystallinity, Rt value, and acetyl 
value. He shall also submit in connec¬ 
tion with his request a sample consist¬ 
ing of not less than 6 immediate 
containers of the batch and (unless it 
was previously submitted) a sample con¬ 
sisting of 10 packages, each containing 
approximately equal portions of not less 
than 300 milligrams of the triacetylole- 
andomycin used in making the batch. 

<b) The fees for the services rendered 
with respect to the samples submitted 
in accordance with the requirements of 
paragraph (a) (5) of this section shall 
be: 

(1) $5.00 for each immediate con¬ 
tainer in the sample of the batch. 

(2) $5.00 for each immediate con¬ 
tainer in the sample of triacetyloleando- 
mycin used in making the batch. 

§ 146c.241 Chlortetracycline seed. 

(a) Standards of identity; strength, 

quality , and purity . Chlortetracycline 
seed is dehulled millet seed containing 
chlortetracycline. It contains 0.5 milli¬ 
gram of chlortetracycline per gram. 
Its moisture content is not more than 
10 percent. The chlortetracycline used 
conforms to the requirements prescribed 
therefor by § 146C.201 (a), except 

§ 146C.201 (a) (2), (4), and (5) , or to the 
requirements prescribed by § 146c.205 
(a). Each other substance used, if its 
name is recognized in the U. S. P. or 
N. F. f conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a well closed 
container as defined by the U. S. P. and 
shall be of such composition as will not 
cause any change in the strength, qual¬ 
ity, or purity of the contents beyond any 
limit therefor in applicable standards, 
except that minor changes so caused 
that are normal and unavoidable in 
good packaging, storage, and distribu¬ 
tion practice shall be disregarded. 

(c) Labeling. Each package shall 
bear on its label or labeling, as herein¬ 
after indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark. 

(ii) The number of milligrams of 
chlortetracycline in each gram of the 
batch. 

(iii) The statement “For oral veteri¬ 
nary use only.” 

(iv) The statement “Expiration date 

_the blank being filled in 

with the date that is 12 months after the 
month during which the batch was certi¬ 
fied, except that the blank may be filled 
in with the date that is 24 months after 
the month during which the batch was 
certified if the person who requests cer¬ 
tification has submitted to the Commis¬ 
sioner results of tests and assays show¬ 
ing that after having been stored for 
such period of time such drug as pre¬ 
pared by him complies with the stand¬ 
ards prescribed by paragraph (a) of this 
section. 

(2) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions and warnings for the 
use of such drug by the laity. Such 
circular or other labeling may also bear 
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a statement that a brochure or other 
printed matter containing information 
for other veterinary uses of such drug 
by a veterinarian licensed by law to ad¬ 
minister it will be sent to such veteri¬ 
narian on request. 

(d) Request for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the chlortetracycline 
used in making such batch was com¬ 
pleted, the number of milligrams in each 
immediate container, the quantity of 
each ingredient used in making the 
batch, the date on which the latest assay 
of the drug comprising such batch was 
completed, and a statement that each 
ingredient used in making the batch con¬ 
forms to the requirements prescribed 
therefor, if any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch: Potency and moisture. 

(ii) The chlortetracycline used in 
making the batch: Potency, toxicity, 
moisture, pH, and crystallinity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: One container for 
each 5,000 containers in the batch, but 
in no case less than five immediate con¬ 
tainers. Such sample shall be collected 
by taking single immediate containers 
at such intervals throughout the entire 
time the containers are being filled that 
the quantities filled during the intervals 
are approximately equal. 

(ii) The chlortetracycline used in 
making the batch: 10 packages, each 
containing approximately equal portions 
of not less than 60 milligrams, packaged 
in accordance with the requirements of 
§ 146C.201 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, containing approximately 5 grams. 

(4) The results referred to in sub- 
paragraph (2) (ii) of this paragraph and 
the sample referred to in subparagraph 
(3) (ii) of this paragraph are not re¬ 
quired if such results or sample has been 
previously submitted. 

(e) Fees. The fees for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i), 
(ii), and (iii) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
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such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146c.242 Tetracycline-neomycin com¬ 
plex powder topical; tetracycline hy¬ 
drochloride-neomycin sulfate powder 
topical. 

(a) Standards of identity; strength, 
quality, and purity. Tetracycline-neo¬ 
mycin complex powder topical is a dry 
powder of tetracycline-neomycin com¬ 
plex; tetracycline hydrochloride-neomy¬ 
cin sulfate powder topical is a mixture 
of equal parts of crystalline tetracycline 
hydrochloride and neomycin sulfate. 
Each may contain one or more suitable 
and harmles diluents and suspending 
agents. Each is sterile. The moisture 
content of tetracycline-neomycin com¬ 
plex powder topical is not more than 7.5 
percent. The moisture content of tetra¬ 
cycline hydrochloride-neomycin sulfate 
powder topical is not more than 2.0 
percent. The tetracycline hydrochloride 
used conforms to the requirements of 
§ 146c.218(a). The neomycin sulfate 
used conforms to the standards pre¬ 
scribed by § 146e.410(a) (2) of this chap¬ 
ter. The water-soluble, acetone-insolu¬ 
ble tetracycline-neomycin complex used 
contains the equivalent of 400 milligrams 
of tetracycline hydrochloride and 400 
milligrams of neomycin base per gram. 
It is nontoxic, has a moisture content 
of not more than 7.5 percent, and its 
pH in a 1 percent aqueous solution is 
not less than 7.5 and not more than 9.0. 
Each other substance used, if its name 
is recognized in the U.S.P. or N.F., con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

(b) Packaging; labeling; request for 
certification; samples; fees. (1) In ad¬ 
dition to complying with the require¬ 
ments of § 146c.230 (b) and (c), each 
package shall bear on its label and label¬ 
ing the number of milligrams of neomy¬ 
cin per gram or per immediate container. 
The expiration date of the drug shall be 
12 months. 

(2) In addition to complying with 
§ 146c.230(d), a person who requests cer¬ 
tification of a batch of tetracycline- 
neomycin complex powder topical shall 
submit with his request a statement 
showing the batch mark and (unless pre¬ 
viously submitted) the results and the 
date of the latest tests and assays of the 
tetracycline-neomycin complex used in 
making the batch for potency, toxicity, 
moisture, and pH. He shall also submit 
in connection with his request a sample 
consisting of 10 immediate containers 
of the batch for sterility testing. He 
shall also submit in connection with his 
request (unless previously submitted) a 
sample consisting of 10 packages each 
containing not less than 60 milligrams of 
the tetracycline-neomycin complex used 
in making the batch. In addition to 
complying with § 146c.230(d), a person 
who requests certification of a batch 
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of tetracycline hydrochloride-neomycin 
sulfate powder topical shall submit with 
his request a statement showing the 
batch mark and (unless previously sub¬ 
mitted) the results and the date of the 
latest tests and assays of the neomycin 
sulfate used in making the batch for 
potency, toxicity, moisture, and pH and 
for the tetracycline hydrochloride used 
he shall submit his results for toxicity. 
He shall also submit in connection with 
his request a sample consisting of 10 
immediate containers of the batch for 
sterility testing, and (unless previously 
submitted) a sample consisting of 5 
packages containing approximately equal 
portions of not less than 0.5 gram each 
of the neomycin sulfate used in making 
the batch. 

(3) The fe^s for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of this 
section shall be: 

(i) $10.00 for all immediate containers 
submitted for sterility testing. 

(ii) $5.00 for each immediate con¬ 
tainer of the batch. 

(iii) $5.00 for each immediate con¬ 
tainer of tetracycline-neomycin complex 
used in making the batch. 

(iv) $4.00 for each immediate con¬ 
tainer of neomycin sulfate used in mak¬ 
ing the batch of tetracycline hydrochlo¬ 
ride-neomycin sulfate powder topical. 

§ 146c.243 Capsules tetracycline hydro¬ 
chloride - triacetyloleandomycin - ny¬ 
statin. 

Capsules tetracycline hydrochloride- 
triacetyloleandomycin-nystatin conform 
to all requirements and procedures 
prescribed by § 146c.231 for tetracycline 
hydrochloride and triacetyloleandomycin 
capsules, except that: 

(a) Each capsule contains not less 
than 125,000 units of nystatin. The ny¬ 
statin used conforms to the standards 
prescribed by § 146c.224 (a). 

(b) The expiration date of the drug 
shall be 18 months. 

(c) In addition to complying with the 
requirements of § 146c.231 (a) (4), a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark and 
(unless they were previously submitted) 
the results and the date of the latest 
tests and assays of the nystatin used in 
making the batch for potency, toxicity, 
pH, moisture, and identity. He shall 
also submit in connection with his re¬ 
quest (unless it was previously sub¬ 
mitted) a sample consisting of 10 pack¬ 
ages, each containing approximately 
equal portions of not less than 300 milli¬ 
grams of the nystatin used in making the 
batch. 

(d) The fees for the services rendered 
with respect to the samples submitted 
in accordance with the requirements of 
paragraph (c) of this section shall be: 

(1) $1.25 for each capsule. 

(2) $4.00 for each immediate container 
of nystatin. 

§ 146c.244 Tetracycline hydrochloride- 
neomycin spray ointment topical. 

(a) Standards of identity , strength , 
quality , and purity. Tetracycline hydro- 
chloride-neomycin spray ointment top¬ 
ical is tetracycline hydrochloride and 


neomycin in a suitable and harmless 
ointment base and one or more suitable 
and harmless inert gases. Each gram of 
ointment contains not less than 15 mil¬ 
ligrams of tetracycline hydrochloride 
and not less than 15 milligrams of neo¬ 
mycin. It is sterile. Its moisture con¬ 
tent is not more than 3.0 percent. The 
tetracycline hydrochloride used conforms 
to the requirements of § 146C.218 (a), 
except §146c.218 (a) (1), (2), (3), (4), 
and (5), but its potency is not less than 
720 /tg. per milligram. The neomycin 
used conforms to the standards pre¬ 
scribed by § 146e.410 (a) (2) of this 
chapter for potency, moisture, and pH. 
Each other ingredient used, if its name is 
recognized in the U. S. P. or N. F., con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. and 
shall be of such composition as will not 
cause any change in the strength, quality, 
or purity of the contents beyond any 
limit therefor in applicable standards, 
except that minor changes so caused that 
are normal and unavoidable in good 
packaging, storage, and distribution 
practice shall be disregarded. Each such 
container shall contain not less than 30 
grams of ointment and shall contain 
one or more suitable and harmless 
inert gases. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear 
on the outside wrapper or container and 
the immediate container the statement 

‘‘Expiration date_,” the blank 

being filled in with the date that is 24 
months after the month during which 
the batch was certified. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions ade¬ 
quate for the veterinary use of the drug 
by the laity. 

(d) Request for certification; samples . 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless they 
were previously submitted) the dates on 
which the latest assays of the tetracy¬ 
cline hydrochloride and neomycin used 
in making such batch were completed, 
the quantity of each ingredient used in 
making such batch, the date on which 
the latest assay of the drug comprising 
such batch was completed, and that each 
ingredient used in making the batch con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 


with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: The number of milli¬ 
grams of tetracycline hydrochloride and 
the number of milligrams of neomycin 
per gram; sterility; moisture. 

(ii) The tetracycline hydrochloride 
and neomycin used in making the batch: 
Potency, moisture, pH, crystallinity. 

(3) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility: One 
immediate container for each 5,000 im¬ 
mediate containers in the batch, but in 
no case less than six immediate con¬ 
tainers. 

(b) For sterility testing: 10 immediate 
containers. 

Such samples shall be collected by taking 
single immediate containers at such in¬ 
tervals throughout the entire time of 
packaging the batch that th_e quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The tetracycline hydrochloride 
used in making the batch: 10 packages, 
each containing approximately equal 
portions of not less than 60 milligrams, 
packaged in accordance with the require¬ 
ments of § 146c.218 (b). 

(iii) The neomycin used in making the 
batch: Five packages, each containing 
approximately equal portions of not less 
than 0.5 gram. 

(iv) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each component of the ointment base, 
each containing approximately 200 
grams. 

(4) The results referred to in subpara¬ 
graph (2) (ii) of this paragraph and the 
samples referred to in subparagraph (3) 
(ii) and (iii) of this paragraph are not 
required if such results or samples have 
been previously submitted. 

(e) Fees. The fees for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $5.00 for each immediate container 
in the sample submitted in accordance 
with paragraph (d) (3) (i) (a) of this 
section; $10.00 for all immediate con¬ 
tainers submitted in accordance with 
paragraph (d) (3) (i) (b) of this section; 
$4.00 for each immediate container in 
the samples submitted in accordance 
with paragraph (d) (3) (ii), (iii), and 
(iv) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 for the issuance of a 
certificate, the cost of such investiga¬ 
tions. 

The fees prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 
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Q I )(,<•.21.i Tetracycline-lriacetyloleand- 

b omycin for oral suspension. 


Tetracycline - triacetyloleandomycin 
for oral suspension conforms to all 
requirements and procedures prescribed 
by § 146c.240 for tetracycline-triacetyl¬ 
oleandomycin syrup, except that: 

(a) It is a dry powder which, when 
reconstituted with a diluent as directed 
in its labeling, conforms to the standards 
prescribed for tetracycline-triacetylo- 
leandomycin syrup. 

(b) Its moisture content is not more 
than 5 percent. 

§ 146c.246 Tetracycline hydrochloride- 
neomycin in oil suspension. 

(a) Tetracycline hydrochloride-neo¬ 
mycin in oil suspension conforms to all 
requirements and is subject to all pro¬ 
cedures prescribed by § 146C.202 for 
tetracycline hydrochloride ointment, 
except that: 

(1) It contains not less than 10 milli¬ 
grams of neomycin per milliliter. The 
neomycin used conforms to the require¬ 
ments prescribed by § 146e.410(a) (2) of 
this chapter, except the standard for 

toxicity. , ^ 

(2) If it is intended solely for veter¬ 
inary use, it may contain one or more 

t* suitable fungicides and miticides. If it 
contains such ingredients, the labeling 
shall bear the name and quantity of each 
contained in each milliliter. 

(3) Its labeling shall also show the 
quantity of neomycin contained in each 
milliliter. 

(b) In addition to complying with the 
requirements of § 146c.202(d), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the batch mark and, unless it 
was previously submitted, the results and 
the date of the latest tests and assays of 
the neomycin used in making the batch 
for potency, moisture, and pH. He shall 
also submit in connection with his 
request a sample consisting of not less 
than 6 packages of such drug and, unless 
it was previously submitted, a sample 
consisting of 5 packages containing 
approximately equal portions of not less 
than 0.5 gram of the neomycin used in 
making such batch. 

(c) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of this 

r section shall be: 

(1) $5.00 for each immediate con¬ 
tainer of the oil. 

(2) $4.00 for each sample of neomycin. 



§ 146c.247 Chlortetracycline hydrochlo¬ 
ride impregnated surgical silk. 

(a) Standards of identity, strength, 
quality, and purity. Chlortetracycline 
hydrochloride impregnated surgical silk 
is surgical silk that is impregnated with 
crystalline chlortetracycline hydrochlo¬ 
ride. Its content of chlortetracycline 
hydrochloride is not less than 1.5 percent 
of the total weight of the suture. It is 
sterile. Its moisture content is not more 
than 4 percent. The chlortetracycline 
hydrochloride used conforms to the 
standards prescribed by § 146c.201(a), 
except § 146c.201(a) (2), (4), and (5). 
The surgical silk used conforms to the 
standards prescribed therefor by the 


U.S.P. for nonabsorbable surgical 
sutures. , „ _ 

(b) Packaging. The sutures shall be 
packaged in tight containers as defined 
by the U.S.P. The immediate containers 
shall be so sealed that the contents can¬ 
not be used without destroying the seal 
and shall be of such composition as will 
not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused that are normal and unavoidable 
in good packaging, storage, and distribu¬ 
tion practice shall be disregarded. Each 
immediate container may contain a 
suitable sterile surgical needle. 

(c) Labeling. Each package shall 
bear on its label or labeling, as herein¬ 
after indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark. 

(ii) The number of milligrams of 
chlortetracycline hydrochloride per 
suture. 

(iii) The length, size, and type of silk 
contained in the package. 

(iv) The statement “Expiration date 

_the blank being filled in 

with the date that is 24 months after the 
month during which the batch was 
certified. 

(v) The statement “Caution: Federal 
law prohibits dispensing without pre- 
scription.” 

(2) [Reserved] 

(3) On the circular or other labeling 
within or attached to the package, if it 
is packaged for dispensing, adequate di¬ 
rections and warnings for its use by 
practitioners licensed by law to adminis¬ 
ter such drug. 

(d) Request for certification; samples. 

(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the chlortetracycline 
hydrochloride used in making such batch 
was completed, the potency of each gram 
of the surgical silk, the date on which the 
latest assay of the batch was completed, 
and a statement that the surgical silk 
used in making the batch conforms to 
the requirements prescribed therefor by 
this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: Average potency per 
suture, moisture, and sterility. 

(ii) The chlortetracycline hydrochlo¬ 
ride used in making the batch: Potency, 
toxicity, moisture, pH, and crystallinity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 


(a) For all tests except sterility: 1 
package for each 5,000 packages in the 
batch, but in no case less than 20 
packages 

(b) °For sterility testing: 10 packages. 


Such samples shall be collected by tak¬ 
ing single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The chlortetracycline used in 
making the batch: 10 packages, each 
containing approximately equal portions 
of not less than 60 milligrams, packaged 
in accordance with the requirements of 
§ 146c.201(b). 

(iii) In case of an initial request for 
certification: 1 package consisting of 
approximately 1.0 gram of the surgical 
silk used. 

(4) The result referred to in subpara¬ 
graph (2) (ii) of this paragraph and the 
sample referred to in subparagraph (3) 
(ii) of this paragraph are not required 
if such result or sample has been pre¬ 
viously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this section 
shall be: 

(1) $1.50 for each package in the sam¬ 

ple submitted in accordance with para¬ 
graph (d) (3) (i) (a); $4.00 for each 

package in the samples submitted in 
accordance with paragraph (d) (3) (ii) 
and (iii) of this section; $10.00 for all 
containers submitted in accordance with 
paragraph (d) (3) (i) (b) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of 
§ 146.3 of this chapter for the issuance 
of a certificate, the cost of such investiga¬ 
tions. 


The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 


§ 146c.248 Rolitetracycline. 

(a) Standards of identity , V strength , 
quality , and purity. Rolitetracycline 
is the crystalline N-(pyrrolidinomethyl) 
derivative of a kind of tetracycline. It 
is so purified and dried that: 

(1) Its potency is not less than 900 fig. 
per milligram on the anhydrous basis. 

(2) It is nontoxic. 

(3) Its moisture content is not more 
than 3.0 percent. 

(4) Its pH is an aqueous solution pre¬ 
pared by adding 10 milligrams per milli¬ 
liter is not less than 7.0 and not more 
than 9.0, and such solution is substan¬ 
tially clear. 

(5) Its absorptivity at 380 m \i is 
100±4.4 percent of the rolitetracycline 
working standard similarly treated, both 
calculated on the anhydrous basis. 

(b) Packaging . In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U.S.P., and 
shall be of such composition as will not 
cause any change in the strength, 
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quality, or purity of the contents beyond 
any limits therefor in applicable stand¬ 
ards, except that minor changes so 
caused that are normal and unavoidable 
in good packaging, storage, and distribu¬ 
tion practice shall be disregarded. 

(c) Labeling. Each package of rolitet- 
racycline shall bear on its outside 
wrapper or container and the immediate 
container, as hereinafter indicated, the 
following: 

(1) The batch mark. 

(2) The number of micrograms of 
rolitetracycline per milligram and the 
total number of grams in the immediate 
container. 

(3) The statement “Expiration date 

-” the blank being filled in 

with the date that is 18 months after 
the month during which it was certified, 
except that the blank may be filled in 
with the date that is 24 months after 
the month during which the batch was 
certified if the person who requests certi¬ 
fication has submitted to the Commis¬ 
sioner results of tests and assays showing 
that after having been stored for such 
period of time such drug as prepared 
by him complies with the standards pre¬ 
scribed in paragraph (a) of this section. 

(4) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 

(5) The statement “For manufactur¬ 
ing use only.” 

(6) The statement “Not sterile.” 

(d) Request for certification, check 
tests, and assays; samples. ( 1 ) In addi¬ 
tion to complying with the requirements 
of § 146.2 of this chapter, a person who 
requests certification of a batch shall 
submit with his request a statement 
showing the batch mark, the number 
of packages of each size in the batch, and 
(unless it was previously submitted) the 
date on which the latest assay of the 
drug comprising the batch was com¬ 
pleted. Such request shall be accom¬ 
panied or followed by the results of tests 
and assays made by him on the batch for 
potency, toxicity, moisture, pH, crystal¬ 
linity, absorptivity, and identity. 

(2) Such person shall submit with his 
request an accurately representative 
sample of the batch consisting of 10 
packages, each containing approximately 
250 milligrams taken from a different 
part of such batch, and each packaged 
in accordance with the requirements of 
paragraph (b) of this section. 

(3) In connection with contemplated 
requests for certification of batches of 
another drug in the manufacture of 
which rolitetracycline is to be used, the 
manufacturer of the batch that is to be 
so used may request the Commissioner to 
make check tests and assays on a sample 
of such batch taken as prescribed in sub- 
paragraph (2) of this paragraph. From 
the information required by subpara¬ 
graph (1) of this paragraph may be 
omitted results of tests and assays not 
required for the batch when used in such 
other drug. The Commissioner shall 
report to such manufacturer the results 
of such check tests and assays as are so 
requested. 

(e) Fees. The fees for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 


(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (2) and 
(3) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fees prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fees 
are covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 

§ 146c.249 Rolitetracycline for intra¬ 
venous use. 

(a) Standards of identity, strength, 
quality, and purity. Rolitetracycline for 
intravenous use is a dry mixture of roli¬ 
tetracycline and one or more suitable 
buffer substances. It is sterile. It is 
nontoxic. It is nonpyrogenic. It con¬ 
tains no histamine nor histamine-like 
substances. Its moisture content is not 
more than 5 percent. Its pH in an 
aqueous solution containing 10 milli¬ 
grams per milliliter is not less than 3.0 
and not more than 4.5. The rolitetracy¬ 
cline used conforms to the requirements 
of § 146c.248(a). Each other substance 
used, if its name is recognized in the 
U.S.P. or N.F., conforms to the standards 
prescribed therefor by such official 
compendium. 

(b) Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U.S.P., shall be 
sterile at the time of filling and closing, 
shall be so sealed that the contents can¬ 
not be used without destroying the seal, 
and shall be of such composition as will 
not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused that are normal and unavoidable 
in good packaging, storage, and distribu¬ 
tion practice shall be disregarded. The 
immediate containers shall be of color¬ 
less transparent glass, closed by a sub¬ 
stance through which a hypodermic 
needle may be introduced and withdrawn 
without removing the closure or destroy¬ 
ing its effectiveness. Each such con¬ 
tainer shall contain not less than 100 
milligrams of rolitetracycline, and each 
may be packaged in combination with a 
container of a suitable and harmless 
diluent. 

(c) Labeling. In addition to the la¬ 
beling requirements prescribed by § 1.106 
(b) of this chapter (regulations issued 
under section 502(f) of the act), each 
package shall bear on its label or label¬ 
ing, as hereinafter indicated, the follow¬ 
ing: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date_ ” 

the blank being filled in with the date 
that is 12 months after the month during 
which the batch was certified, except 
that the blank may be filled in with the 
date that is 24 months after the month 


during which the batch was certified if w 
the person who requests certification has i 
submitted to the Commissioner results | 
of tests and assays showing that after 
having been stored for such period of 
time such drug as prepared by him com¬ 
plies with the standards prescribed by • 
paragraph (a) of this section. 

(2) On the circular or other labeling 
within or attached to the package, a 
statement of the conditions under which >• 
solutions prepared from the drug should 
be stored and the statement “Use within 
6 hours after reconstitution.” 

(d) Request for certification; samples. 

(1) In addition to complying with the 1 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a * 
statement showing the batch mark, the I 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the rolitetracycline ‘ 
used in making such batch was com¬ 
pleted, the number of milligrams of roli¬ 
tetracycline in each package, the date on 
which the latest assay of the drug com- - 
prising the batch was completed, the 
quantity of each other ingredient used in 
making the batch, and a statement that 
each such ingredient conforms to the v 
requirements prescribed therefor by this 
section. If such batch or any part 
thereof is to be packaged with a diluent, 
such request shall also be accompanied 
by a statement that such diluent con- * 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (5) of this paragraph, such 
person shall submit in connection with 
his request the results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: Potency, sterility, tox- , 
icity, pyrogens, histamine, moisture, pH. 

(ii) The rolitetracycline used in mak¬ 

ing the batch: Potency, absorptivity, ' 
crystallinity, and identity. I 

(3) Except as otherwise provided by 
subparagraph (5) of this paragraph, if 
such batch is packaged for dispensing, 
such person shall submit in connection 
with his request, in the quantities here- 1,1 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility: One , 
immediate container for each 5,000 
immediate containers in the batch, 
but in no case less than 10 immediate 
containers. * 

(5) For sterility testing: 10 immedi¬ 
ate containers. 

Such samples shall be collected by taking 
single immediate containers at such in- *■ 
tervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. <j 

(ii) The rolitetracycline used in mak¬ 
ing the batch: 10 packages containing 
approximately equal portions of not less 
than 250 milligrams, packaged in ac¬ 
cordance with the requirements of 1 
§ 146c.248(b). 

(iii) In case of an initial request for 
certification, each other ingredient used j 
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. m making the batch: One package of 
1 nfcach, containing approximately 5 grams, 
(iv) In case of an initial request for 
' the certification of a batch that is to be 
packaged in combination with a diluent 
-that is not recognized by the U.S.P. or 
when any change is made in the compo¬ 
sition of such diluent: Five packages of 
the diluent included in the combination. 

, r (4) If such batch is packaged for re¬ 
packing, such person shall submit with 
his request a sample consisting of the 
following: 

(i) For all tests except sterility: 10 
r "packages, each containing approximately 

0,25 gram. 

(ii) For sterility testing: 10 packages, 
each containing approximately 40 milli- 

A grams of rolitetracycline. 

Each such package shall be packaged in 
accordance with the requirements of 
paragraph (b) of this section. 

4 ^ (5) The result referred to in subpara¬ 
graph (2) (ii) of this paragraph and the 
sample referred to in subparagraph 
(3) (ii) of this paragraph are not re¬ 
quired if such result and sample have 
been previously submitted. 

(e) Fees . The fees for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i) (a), 

(ii), (iii), (iv), and 4(i) of this section; 
$10.00 for all containers submitted in 
accordance with paragraph (d) (3) U) (b) 
and (4) (ii) of this section. 

(2) If the Commissioner considers that 
investigations other than examination 

* of such packages are necessary to deter¬ 
mine whether or not such batch complies 
with the requirements of § 146.3 of this 
chapter for the issuance of a certificate, 
the cost of such investigations. 

The fees prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fees 
are covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 

, § 146c. 250 Roll tetracycline for intra¬ 
muscular use. 

(a) Standards of identity , strength , 
quality, and purity. Rolitetracycline for 

J intramuscular use is a dry mixture of 
rolitetracycline and one or more suitable 
buffer substances and anesthetic agents. 

' It is sterile. It is nonpyrogenic. Its 
, moisture content is not more than 5 per¬ 
cent. Its pH in an aqueous solution con¬ 
taining 10 milligrams per milliliter is not 
less than 3.0 and not more than 4.5. The 
rolitetracycline used conforms to the re- 
“ ' quirements of § 146C.248 and it contains 
no histamine nor histamine-like sub¬ 
stances. Each other substance used, if 
its name is recognized in the U.S.P. or 

• N.F., conforms to the standards pre¬ 
scribed therefor by such official compen¬ 
dium. 

(b) Packaging. In all cases the im- 
. , mediate containers shall be tight con¬ 
tainers as defined by the U.S.P., shall be 
sterile at the time of filling and closing, 
shall be so sealed that the contents can- 

( not be used without destroying the seal, 
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and shall be of such composition as will 
not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused that are normal and unavoidable 
in good packaging, storage, and distribu¬ 
tion practice shall be disregarded. The 
immediate containers shall be of color¬ 
less transparent class, closed by a sub¬ 
stance through which a hypodermic 
needle may be introduced and withdrawn 
without removing the closure or destroy¬ 
ing its effectiveness. Each such con¬ 
tainer shall contain not less than 100 
milligrams of rolitetracycline, and each 
may be packaged in combination with 
a container of a suitable and harmless 
diluent. 

(c) Labeling. In addition to the 
labeling requirements prescribed by 
§ 1.106(b) of this chapter (regulations 
issued under section 502(f) of the act), 
each package shall bear on its label or 
labeling, as hereinafter indicated, the 
following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date- ” 

the blank being filled in with the date 
that is 12 months after the month during 
which the batch was certified, except 
that the blank may be filled in with the 
date that is 24 months after the month 
during which the batch was certified if 
the person who requests certification has 
submitted to the Commissioner results 
of tests and assays showing that after 
having been stored for such period of 
time such drug as prepared by him com¬ 
plies with the standards prescribed by 
paragraph (a) of this section. 

(2) On the circular or other labeling 
within or attached to the package, a 
statement of the conditions under which 
solutions prepared from the drug should 
be stored and the statement “Use within 
6 hours after reconstitution.” 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark, 
the number of packages of each size in 
such batch, the batch mark and (un¬ 
less it was previously submitted) the 
date on which the latest assay of the 
rolitetracycline used in making such 
batch was completed, the number of 
milligrams of rolitetracycline in each 
package, the date on which the latest 
assay of the drug comprising the batch 
was completed, the quantity of each 
other ingredient used in making the 
batch, and a statement that each such 
ingredient conforms to the requirements 
prescribed therefor by this section. If 
such batch or any part thereof is to be 
packaged with a diluent, such request 
shall also be accompanied by a state¬ 
ment that such diluent conforms to the 
requirements prescribed therefor by this 
section. 

(2) Except as otherwise provided by 
subparagraph (5) of this paragraph, 
such person shall submit in connection 
with his request the results of the tests 
and assays listed after each of the fol¬ 


lowing, made by him on an accurately 
representative sample of: 

(i) The batch: Potency, sterility, py¬ 
rogens, moisture, pH. 

(ii) The rolitetracycline used in mak¬ 
ing the batch: Potency, toxicity, hista¬ 
mine, absorptivity, crystallinity, and 
identity. 

(3) Except as otherwise provided by 
subparagraph (5) of this paragraph, if 
such batch is packaged for dispensing, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility: One 
immediate container for each 5,000 
immediate containers in the batch, but 
in no case less than 10 immediate 
containers. 

(b) For sterility testing: 10 immediate 
containers. 

Such samples shall be collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The rolitetracycline used in mak¬ 
ing the batch: 10 packages containing 
approximately equal portions of not less 
than 250 milligrams, packaged in ac¬ 
cordance with the requirements of 
§ 146c.248(b). 

(iii) In cause of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, containing approximately 5 grams. 

(iv) In case of an initial request for 
the certification of a batch which is to 
be packaged in combination with a dilu¬ 
ent that is not recognized by the U.S.P. 
or when any change is made in the com¬ 
position of such diluent: Five packages 
of the diluent included in the 
combination. 

(4) If such batch is packaged for re¬ 
packing, such person shall submit with 
his request a sample consisting of the 
following: 

(i) For all tests except sterility: 10 
packages, each containing approximately 
0.25 gram. 

(ii) For sterility testing: 10 packages, 
each containing approximately 40 milli¬ 
grams of rolitetracycline. 

Each such package shall be packaged 
in accordance with the requirements of 
paragragh (b) of this section. 

(5) The result referred to in subpara¬ 
graph (2) (ii) of this paragraph and the 
sample referred to in subparagraph (3) 
(ii) of this paragraph are not required 
if such result and sample have been 
previously submitted. 

(e) Fees. The fees for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i)(a), 
(ii), (iii), (iv), and (4) (i) of this sec¬ 
tion; $10.00 for all containers submitted 
in accordance with paragraph (d) (3) (i) 
(b) and (4) (ii) of this section. 

(2) If the Commissioner considers that 
investigations other than examination 
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of such packages are necessary to deter¬ 
mine whether or not such batch com¬ 
plies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 

The fees prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fees 
are covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) 
of this chapter. 

§ 146c.251 Demethylchlortetracycline 

hydrochloride. 

(a) Standards of identity, strength, 
quality, and purity. Demethylchlortetra- 
cycline hydrochloride is the crystalline 
hydrochloride salt of the 6-demethyl 
homolog of chlortetracycline or a mix¬ 
ture of two or more such salts. It is so 
purified and dried that: 

(1) Its potentcy is not les than 900 
/*g. per milligram on the anhydrous basis. 

(2) It is nontoxic. 

(3) Its moisture content is not more 
than 2.0 percent. 

(4) Its pH in an aqueous solution con¬ 
taining 10 milligrams per milliliter is not 
less than 2.0 and not more than 3.0. 

(5) Its absorptivity at 385 my is 
100±4.2 percent of the demethylchlortet- 
racycline hydrochloride working stand¬ 
ard similarly treated, both calculated on 
the anhydrous basis. 

(b) Packaging . In all cases the imme¬ 
diate containers shall be tight containers 
as defined by the U.S.P. and shall be 
of such composition as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limits there¬ 
for in applicable standards, except that 
minor changes so caused that are nor¬ 
mal and unavoidable in good packaging, 
storage, and distribution practice shall 
be disregarded. 

(c) Labeling. Each package of de- 
methylchlortetracycline shall bear on its 
outside wrapper or container and the 
immediate container, as hereinafter in¬ 
dicated, the following: 

(1) The batch mark. 

(2) The .number of micrograms of 
demethylchlortetracycline per milligram 
and the total number of grams in the 
immediate container. 

(3) The statement “Expiration date 

-,” the blank being filled in with 

the date that is 36 months after the 
month during which it was certified. 

(4) The statement “For use only in 
the manufacture of nonparenteral 
drugs.” 

(5) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 

(d) Request for certification, check 
tests and assays; samples . (1) In addi¬ 
tion to complying with the requirements 
of § 146.2 of this chapter, a person who 
requests certification of a batch shall 
submit with his request a statement 
showing the batch mark, the number 
of packages of each size in the batch, 
and (unless it was previously submitted) 
the date on which the latest assay of the 
drug comprising the batch was com¬ 
pleted. Such request shall be accompa¬ 
nied or followed by results of tests and 
assays made by him on the batch for 


potency, toxicity, moisture, pH, crystal¬ 
linity, absorptivity, and identity. 

(2) Such person shall submit with his 
request an accurately representative 
sample of the batch consisting of 10 
packages, each containing approximately 
250 milligrams taken from a different 
part of such batch and each packaged 
in accordance with the requirements of 
paragraph (b) of this section. 

(3) In connection with contemplated 
requests for certification of batches of 
another drug in the manufacture of 
which demethylchlortetracycline is to be 
used, the manufacturer of the batch that 
is to be so used may request the Com¬ 
missioner to make check tests and assays 
on a sample of such batch taken as pre¬ 
scribed by subparagraph (2) of this 
paragraph. From the information re¬ 
quired by subparagraph (1) of this 
paragraph may be omitted results of tests 
and assays not required for the batch 
when used in such other drug. The 
Commissioner shall report to such manu¬ 
facturer the results of such check tests 
and assays as are so requested. 

(e) Fees. The fees for the services 
rendered with respect to each batch 
under the regulations in this section 
shall be: 

(1) $4.00 for each immediate container 
in the samples submitted in accordance 
with paragraph (d) (2) and (3) of this 
section. 

(2) If the Commissioner considers that 
investigations other than examination of 
such immediate containers are necessary 
to determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 


The fees prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fees 
are covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 


§ 146c.252 Capsules demethylchlortet- 
racycline hydrochloride. 


(a) Standards of identity, strength, 
quality, and purity. Capsules demethyl¬ 
chlortetracycline hydrochloride are cap¬ 
sules composed of crystalline demethyl¬ 
chlortetracycline hydrochloride, with or 
without one or more suitable and harm¬ 
less buffer substances, vegetable oils, 
preservatives, diluents, binders, lubri¬ 
cants, colorings, and flavorings, enclosed 
in a gelatin capsule. Each capsule shall 
contain not less than 50 milligrams of 
demethylchlortetracycline hydrochlo¬ 
ride, except if it is intended for veteri¬ 
nary use each capsule shall contain not 
less than 25 milligrams. Its moisture 
content is not more than 2.0 percent. 
The demethylchlortetracycline hydro¬ 
chloride used conforms to the require¬ 
ments prescribed by § 146c.251(a). Each 
other substance used, if its name is rec¬ 
ognized in the U.S.P. or N.F., conforms 
to the standards prescribed therefor by 
such official compendium. 

(b) Packaging. Unless each capsule is 
enclosed in a foil or plastic film and such 
enclosure is a tight container as defined 
by the U.S.P., except the provision that 
it shall be capable of tight reclosure, the 


immediate container shall be a tight 
container as so defined. The immediate 
container may also contain a desiccant 
separated from the capsules by a plug of 
cotton or other like material. The com¬ 
position of the immediate container, or 
of the foil or film enclosure, shall’ be 
such as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused that are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. 

(c) Labeling—{ 1) If it is packaged 
for dispensing and intended for use by 
man. In addition to the labeling re¬ 
quirements prescribed by § 1.106(b) of 
this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on the outside wrapper or 
container and the immediate container 

the statement “Expiration date_,” 

the blank being filled in with the 
date that is 36 months after the month 
during which the batch was certified. 

(2) If it is packaged for dispensing 
and intended solely for veterinary use. 
Its label and labeling shall comply with 
all requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement, “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the demethylchlorte¬ 
tracycline hydrochloride used in making 
such batch was completed, the number 
of milligrams in each capsule, the quan¬ 
tity of each ingredient used in making 
the batch, the date on which the latest 
assay of the drug comprising such batch 
was completed, and a statement that 
each ingredient used in making the 
batch conforms to the requirements pre¬ 
scribed therefor, if any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit with his request 
results of the tests and assays listed after 
each of the following, made by him on an 
accurately representative sample of : 

(i) The batch: Average potency per 
capsule and average moisture. 

(ii) The demethylchlortetracycline 
hydrochloride used in making the batch: 
Potency, toxicity, moisture, pH, crystal¬ 
linity, absorptivity, and identity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
indicated, accurately representative 
samples of the following: 

(i) The batch: One capsule for each 
5,000 capsules in the batch, but in no 
case less than 30 capsules, collected by 
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aking single capsules at such intervals 
Throughout the entire time of prepara¬ 
tion that the quantities encapsulated 
[ during the intervals are approximately 

equal. 

- (ii) The demethylchlortetracycline 
hydrochloride used in making the batch: 

10 packages, each containing approxi¬ 
mately equal portions of not less than 
r M 50 milligrams, packaged in accordance 
with the requirements of § 146c.251(b). 

(iii> in case of an initial request for 
certification, each other ingredient used 
making the batch: One package of 
each containing approximately 5 grams. 

(4) The result referred to in subpara¬ 
graph ( 2 ) (ii) of this paragraph and the 
sample referred to in subparagraph (3) 
(ii) of this paragraph are not required if 
; such result and sample have been pre¬ 
viously submitted. 

(e) Fees . The fees for the services 
\ rendered with respect to each batch 
| under the regulations in this part shall 

be: 

( 1 ) $ 0.75 for each capsule in the sam- 
-v > pie submitted in accordance with para¬ 
graph (d) (3) (i) of this section; $4.00 for 
each package in the samples submitted 
in accordance with paragraph (d) (3) (ii) 
Land (iii) of this section, 
f (2) If the Commissioner considers 
) that investigations, other than examina¬ 
tion of such capsules and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 
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The fees prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification, unless such 
fees are covered by an advance deposit 
maintained in accordance with § 146.8 
(d). 

§ 146c.253 Demethylcklortetracycline. 

(a) Standards of identity , strength, 
quality, and purity. Demethylchlortet¬ 
racycline is the hydrated or anhydrous 

ft crystalline compound of the 6-demethyl 
ft homolog of chlortetracycline or a mix- 
■ ture of two or more such compounds. It 
JL is so purified and dried that: 

1 (1) Its potency is not less than 970 

micrograms per milligram on the anhy¬ 
drous basis. 

(2) It is nontoxic. 

(3) Its moisture content is not more 
than 7.5 percent. 

(4) Its pH in an aqueous solution con¬ 
taining 10 milligrams per milliliter is not 
less than 4.0 and not more than 5.5. 

(5) Its absorptivity at 380 m/z, calcu¬ 
lated on the anhydrous basis, is 107.4 
±3.88 percent of the demethylchlorte¬ 
tracycline hydrochloride working stand¬ 
ard treated as described in § 141c.218(e). 

(b) Packaging; labeling; request for 
certification, check tests and assays, 

► samples; fees. Demethylchlortetracy¬ 
cline conforms to all requirements and 
procedures prescribed for demethylchlor¬ 
tetracycline hydrochloride by § 146C.251 

(b) , (c), (d), and (e). 

§ 146c.254 Demethylchlorletracycline 
for oral suspension. 

(a) Standards of identity, strength. 
Quality, and purity. Demethychlortetra- 


cycline for oral suspension is crystalline 
demethylchlortetracycline with or 
without suitable and harmless buffer 
substances, preservatives, diluents, color¬ 
ings, and flavorings. When the suspen¬ 
sion is prepared as directed in its label¬ 
ing, each milliliter contains a quantity 
of demethylchlortetracycline equivalent 
to not less than 15 milligrams of de¬ 
methylchlortetracycline hydrochloride. 

Its moisture content is not more than 5 
percent. The demethylchlortetracycline 
used conforms to the requirements of 
§ 146c.251(a). Each other substance 
used, if its name is recognized in the 
U.S.P. or N.F., conforms to the standards 
prescribed therefor by such official com¬ 
pendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U.S.P. The com¬ 
position of the immediate container shall 
be such as will not cause any change in 
the strength, quality, or purity of the 
contents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused that are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. 

(c) Labeling. In addition to the 
labeling requirements prescribed by 
§ 1.106(b) of this chapter (regulations 
issued under section 502(f) of the act), 
each package shall bear on the outside 
wrapper or container and the immediate 
container the statement “Expiration 

date_,” the blank being filled 

in with the date that is 24 months after 
the month during which the batch was 
certified. 

(d) Request for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark, 
the number of packages of each size in 
such batch, the batch mark and (unless 
it was previously submitted) the date on 
which the latest assay of the demethyl¬ 
chlortetracycline used in making such 
batch was completed, the number of mil¬ 
ligrams in each immediate container, the 
quantity of each ingredient used in mak¬ 
ing the batch, the date on which the lat¬ 
est assay of the drug comprising such 
batch was completed, and a statement 
that each ingredient used in making the 
batch conforms to the requirements pre¬ 
scribed therefor, if any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch: Potency and moisture. 

(ii) The demethylchlortetracycline 
used in making the batch: Potency, tox¬ 
icity, moisture, pH, crystallinity, absorp¬ 
tivity, and identity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 
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(i) The batch: One immediate con¬ 
tainer for each 5,000 containers in the 
batch, but in no case less than 5 immedi¬ 
ate containers, unless each such con¬ 
tainer is packaged to contain more than 
1.0 gram, in which case the sample shall 
consist of 1.0 gram for each 5,000 im¬ 
mediate containers in the batch, but in 
no case less than five 1.0-gram portions. 


Such samples shall be collected by taking 
single immediate containers or 1.0-gram 
portions at such intervals throughout the 
entire time the containers are being filled 
that the quantities filled during the in¬ 
tervals are approximately equal. 

(ii) The demethylchlortetracycline 
used in making the batch: 10 packages, 
each containing approximately equal 
portions of not less than 250 milligrams, 
packaged in accordance with the require¬ 
ments of § 146c.251(b). 

(iii) In case of an initial request for 
certification, each other ingredient 
used in making the batch: One package 
of each containing approximately 5 
grams. 

(4) The result referred to in subpara¬ 
graph (2) (ii) of this paragraph and the 
sample referred to in subparagraph 
(3) (ii) of this paragraph, are not re¬ 
quired if such result or sample has been 
previously submitted. 

(e) Fees. The fees for the services 
rendered with respect to each batch 
under the regulations in this section 
shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in 
accordance with paragraph (d)(3) (i), 
(ii), and (iii) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fees prescribed by subparagraph 
(1) of this paragraph shall accompany 
the request for certification unless such 
fees are covered by an advance deposit 
maintained in accordance with 
§ 146.8(d) of this chapter. 

§ 146c.255 Demethylchlortetracycline 
syrup (demethylchlortetracycline 
oral drops). 

(a) Demethylchlortetracycline syrup 
is a syrup that contains demethylchlor¬ 
tetracycline with or without one or more 
suitable and harmless buffer substances, 
suspending and stabilizing agents, and 
preservatives, suspended in a suitable 
and harmless vehicle. Each milliliter 
contains a quantity of demethylchlor¬ 
tetracycline equivalent to not less than 
15 milligrams of demethylchlortetra¬ 
cycline hydrochloride. The pH is not 
less than 4.0 and not more than 5.5. 
The crystalline demethylchlortetra¬ 
cycline used conforms to the require¬ 
ments of § 146c.251(a). Each other sub¬ 
stance used, if its name is recognized in 
the U.S.P. or N.F., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by -the U.S.P. and shall 
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be of such composition as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused that are 
normal and unavoidable in good packag¬ 
ing, storage, and distribution practice 
shall be disregarded. 

(c) Labeling. In addition to the label¬ 
ing requirements prescribed by § 1.106(b) 
of this chapter (regulations issued under 
section 502(f) of the act), each package 
shall bear on the outside wrapper or con¬ 
tainer and the immediate container the 

statement “Expiration date_,” 

the blank being filled in with the date 
that is 12 months after the month dur¬ 
ing which the batch was certified, except 
that the blank may be filled in with the 
date that is 24 months after the month 
during which the batch was certified if 
the person who requests certification has 
submitted to the Commissioner results 
of tests and assays showing that after 
having been stored for such period of 
time such drug as prepared by him com¬ 
plies with the standards prescribed by 
paragraph (a) of this section. 

(d) Request for certification; samples. 

(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it 
was previously submitted) the date on 
which the latest assay of the demethyl- 
chlortetracycline used in making such 
batch was completed, the date on which 
the latest assay of the drug comprising 
such batch was completed, the quantity 
of each ingredient used in making the 
batch, and a statement that each such 
ingredient conforms to the requirements 
prescribed therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: Average potency per 
milliliter, pH. 

(ii) The demethylchlortetracycline 
used in making the batch: Potency, 
toxicity, moisture, pH, crystallinity, ab¬ 
sorptivity, and identity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: One package for each 
5,000 packages in the batch, but in no 
case less than 5 packages, collected by 
taking single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The demethylchlortetracycline 
used in making the batch: 10 packages 
each containing approximately equal 
portions of not less than 250 milligrams, 
packaged in accordance with the re¬ 
quirements of § 146c.251(b). 

(iii) In case of an initial request for 
certification, each other ingredient used 


in making the batch: One package of 
each containing approximately 5 grams. 

(4) The result referred to in subpara¬ 
graph (2) (ii) of this paragraph and the 
sample referred to in subparagraph 

(3) (ii) of this paragraph, are not re¬ 
quired if such result or sample has been 
previously submitted. 

(e) Fees. The fees for the services 
rendered with respect to each batch 
under the regulations in this section 
shall be: 

(1) $4.00 for each package in the 
samples submitted in accordance with 
paragraph (d)(3) (i), (ii), and (iii) of 
this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 

The fees prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fees 
are covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 

§ 146c.256 Chlortetracycline hydrochlo¬ 
ride in oil oral veterinary. 

(a) Standards of identity, strength , 
quality, and purity. Chlortetracycline 
hydrochloride in oil oral veterinary is 
crystalline chlortetracycline hydrochlo¬ 
ride in a suitable and harmless vegetable 
oil base. It contains not less than 50 
milligrams of chlortetracycline hydro¬ 
chloride per milliliter. Its moisture con¬ 
tent is not more than 1.0 percent. The 
chlortetracycline hydrochloride used 
conforms to the requirements of 
§ 146c.201(a), except § 146c.201(a) (2), 

(4) , and (5). Each other ingredient 
used, if its name is recognized in the 
U.S.P. or N.F., conforms to the standards 
prescribed therefor by such official 
compendium. 

(b) Packaging. The immediate con¬ 
tainers shall be well closed or tight con¬ 
tainers as defined by the U.S.P. They 
shall be of such composition as will not 
cause any change in the strength, quality, 
or purity of the contents beyond any 
limit fherefor in applicable standards, 
except that minor changes so caused 
that are normal and unavoidable in good 
marketing, storage, and distribution 
practice shall be disregarded. Unless it 
is packaged for repacking, each such 
container shall be filled with a volume of 
chlortetracycline hydrochloride in oil in 
excess of that designated, which excess 
shall be sufficient to permit the with¬ 
drawal and the administration of the 
volume indicated, whether administered 
in single or multiple doses. 

(c) Labeling. Each package shall 
bear on its label or labeling, as herein¬ 
after indicated: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container of 
the package: 

(i) The batch mark. 

(ii) The number of milligrams of 
chlortetracycline hydrochloride per 
milliliter. 

(iii) The statement “Expiration date 

..the blank being filled in 
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with the date that is 24 months after the 
month during which the batch was 
certified. 

(iv) The statement “For oral use in 
suckling pigs only.” 

(2) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions and warnings for the 
veterinary use of such drug by the laity. 

(d) Request for certification; samples. ? 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the chlortetracycline 
hydrochloride used in making such batch 
was completed, the quantity of each in¬ 
gredient used in making the batch, the 
date on which the latest assay of the drug > 
was completed, and a statement that 
each component of the oil base used con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and ^ 
assays listed after each of the following, ' 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch: Potency and moisture. 

(ii) The chlortetracycline hydrochlo¬ 
ride used in making the batch: Potency, 
toxicity, moisture, pH, and crystallinity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities herein¬ 
after indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 1 package for each 
5,000 packages in the batch, but in no 
case less than 5 packages, collected by 
taking single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The chlortetracycline used in 
making the batch: 10 packages, contain¬ 
ing approximately equal portions of not 
less than 60 milligrams each, packaged 
in accordance with the requirements of 
§ 146c.201(b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch: 1 package of each 
component of the oil base, each contain¬ 
ing approximately 200 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 

(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fees for the services 
rendered with respect to each batch of 
the drug under the regulations in this 
part shall be: 

(1) $4.00 for each package in the 
samples submitted in accordance with 
paragraph (d)(3) (i), (ii), and (iii) of 
this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
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JLdetermine whether or not such batch 
\ complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 

>.The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 


§ 146c.257 Tetracycline-amphotericin B 

for oral syrup; tetracycline-ampho¬ 
tericin B for oral drops. 
Tetracycline-amphotericin B for oral 
syrup and tetracycline-amphotericin B 
for oral drops conform to all require¬ 
ments and procedures prescribed by 
§ 146C.205 for tetracycline powder, except 
§ 146c.205(f) and except that: 

(a) When reconstituted as directed in 
the labeling, each milliliter of the oral 
syrup shall contain a quantity of tetra¬ 
cycline equivalent to not less than 25 
milligrams of tetracycline hydrochloride 
and not less than 5 milligrams of am¬ 
photericin B; and each milliliter of the 
oral drops shall contain a quantity of 
tetracycline equivalent to not less than 
100 milligrams of tetracycline hydro¬ 
chloride and not less than 20 milligrams 
of amphotericin B. The amphotericin 
B used is produced by the growth of 
Streptomyces nodosus. It is a yellow to 
orange powder. It is insoluble in water 
(neutral pH), anhydrous alcohols, esters, 
ethers, benzene, and toluene. It is solu¬ 
ble in dimethylformamide and dimethyl 
sulfoxide. Its potency is not less than 
750 fig. per milligram on an anhydrous 
basis. It contains not more than 15 per¬ 
cent of amphotericin A. It is nontoxic. 
Its pH in a 3 percent aqueous suspen¬ 
sion is not less than 6.0 and not more 
than 8.0. Its moisture content is not 
more than 5 percent. It exhibits ab¬ 
sorption maxima at 362, 381, and 405 m/i 
when dissolved in dimethyl sulfoxide and 
diluted with absolute methanol. 

(b) Its moisture content is not more 
than 2.5 percent. 

(c) The expiration date shall be 18 
months, except that it may be 24 months 
if the person who requests certification 
has submitted to the Commissioner re¬ 
sults of tests and assays showing that 
after having been stored for such period 
of time such drug as prepared by him 
complies with the standards prescribed 
by paragraph (a) of this section. 

(d) In addition to complying with the 
requirements of § 146c.205(d), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the batch mark and (unless 
they were previously submitted) the re¬ 
sults and date of the latest tests and as¬ 
says of the amphotericin B used in mak¬ 
ing the batch for potency, toxicity, pH, 
moisture, identity, and amphotericin A 
content. He shall also submit in con¬ 
nection with his request a sample con¬ 
sisting of not less than 6 immediate 
containers of the batch and (unless it 
was previously submitted) a sample con¬ 
sisting of 10 packages, each containing 
approximately equal portions of not less 
than 300 milligrams of the amphotericin 
B used in making the batch. 

(e) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
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paragraph (d) of this section shall be: 

(1) $5.00 for each immediate con¬ 
tainer in the sample of the batch. 

(2) $4.00 for each immediate con¬ 
tainer of the amphotericin B used in 
making the batch. 

§ 146c.258 Demethylclilortetracycline 
hydrochloride ointment. 

Demethylclilortetracycline hydro¬ 
chloride ointment is an ointment that 
conforms to all the requirements and is 
subject to all procedures prescribed by 
§ 146C.202 for chlortetracycline hydro¬ 
chloride ointment, except: 

(a) It contains demethylchlortetracv- 
cline hydrochloride in lieu of chlor¬ 
tetracycline hydrochloride. The de- 
methylchlortetracycline hydrochloride 
used conforms to the requirements of 
§ 146c.251(a) except § 146c.251(a) (2). 
A person who requests certification of a 
batch of ointment shall submit in con¬ 
nection with his request the following 
results of his tests and assays made on 
the demethylclilortetracycline hydro¬ 
chloride used in making the batch: 
Potency, moisture, pH, crystallinity, ab¬ 
sorptivity, and identity. 

(b) The labeling shall comply with the 
requirements prescribed by § 1.106(b) of 
this chapter (regulations issued under 
section 502(f) of the act). Its expira¬ 
tion date shall be 18 months after the 
month during which the batch was cer¬ 
tified. 


§ 146c.259 Demethylclilortetracycline 
hydrochloride-nystatin capsules. 
Demethylclilortetracycline hydro¬ 
chloride-nystatin capsules are capsules 
that conform to all requirements and are 
subject to all procedures prescribed by 
§ 146c.252 for capsules demethylchlor- 
tetracycline hydrochloride, except that: 

(a) Each capsule contains not less 
than 250,000 units of nystatin. The 
nystatin used conforms to the require¬ 
ments prescribed therefor by § 146C.222 

(a). . . . 

(b) The average moisture content of 
the capsules is not more than 5.0 percent. 

(c) Its expiration date shall be the 
date that is 18 months after the month 
during which the batch was certified. 

(d) In addition to complying with the 
requirements of § 146c.252(d), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the batch mark and (unless they 
were previously submitted) the results 
and the date of the latest tests and as¬ 
says of the nystatin used in making the 
batch for potency, toxicity, pH, moisture, 
and identity. He shall also submit 
in connection with his request (un¬ 
less it was previously submitted) a sam¬ 
ple consisting of 10 packages, each con¬ 
taining approximately equal portions of 
not less than 300 milligrams of the 
nystatin used in making the batch. 

(e) The fees for the services rendered 
with respect to the samples submitted 
in accordance with the requirements of 
paragraph (c) of this section shall be: 

(1) $1.00 for each capsule. 

(2) $4.00 for each immediate container 
of nystatin. 

§ 146c.260 Capsules tetracycline phos¬ 
phate complex-amphotericin B. 

Tetracycline phosphate complex-am¬ 
photericin B capsules are capsules that 
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conform to all the requirements and 
procedures prescribed by § 146c.204 for 
tetracycline phosphate complex capsules, 
except that: 

(a) Each capsule contains not less 
than 25 milligrams of amphotericin B. 
The amphotericin B used conforms to the 
requirements prescribed for amphoteri¬ 
cin B by § 146c.257(a). 

(b) Its moisture content is not more 
than 6.3 percent. 

(c) Labeling. The expiration date of 
the drug shall be 12 months, except that 
the date that is 18 months after the 
month during which the batch was certi¬ 
fied may be used if the person who re¬ 
quests certification has submitted to the 
Commissioner results of tests and assays 
showing that such drug as prepared by 
him is stable for such period of time. 

(d) In addition to complying with the 
requirements of § 146c.204(d), a person 
who requests certification of a batch 
shall submit with his request a state¬ 
ment showing the batch mark and (un¬ 
less they were previously submitted) the 
results and date of the latest tests and 
assays of the amphotericin B used in 
making the batch for potency, toxicity, 
pH, moisture, identity, and amphotericin 
A content. He shall also submit in con¬ 
nection with his request (unless it was 
previously submitted) a sample consist¬ 
ing of 10 packages, each containing ap¬ 
proximately equal portions of not less 
than 300 milligrams of the amphotericin 
B used in making the batch. 

(e) The fees for the services rend¬ 
ered with respect to the samples submit¬ 
ted in accordance with the requirements 
of paragraph (d) of this section shall 
be: 

(1) $1.00 for each capsule. 

(2) $4.00 for each immediate con¬ 
tainer of the amphotericin B used in 
making the batch. 


§ 146c.261 Tetracycline-novobiocin oral 
suspension (tetracycline-novobiocin 
oral drops; tetracycline-novobiocin 
syrup). 

Tetracycline-novobiocin oral suspen¬ 
sion is a suspension of tetracycline and 
calcium novobiocin which conforms to 
all requirements and procedures pre¬ 
scribed by § 146C.239 for tetracycline- 
calcium novobiocin for oral suspension 
when the dry powder is prepared as di¬ 
rected in its labeling, except § 146c.239 
(b), and except that: 

(a) Each milliliter contains 12.5 milli¬ 
grams of crystalline calcium novobiocin 
and a quantity of tetracycline equivalent 
to 12.5 milligrams of tetracycline hydro¬ 
chloride; or it contains 62.5 milligrams 
of crystalline calcium novobiocin and a 
quantity of tetracycline equivalent to 
62.5 milligrams of tetracycline hydro¬ 
chloride. 

(b) The pH is not less than 6.0 nor 
more than 7.0. 

(c) The expiration date is 18 months 
after the month during which the batch 
was certified. 

§ 146c.262 Tetracycline-amphotericin B 
syrup; tetracycline-amphotericin B 

oral drops. 

Tetracycline-amphotericin B syrup 
and tetracycline-amphotericin B oral 
drops conform to all requirements and 
procedures prescribed by § 146c.257 for 
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tetracycline-amphotericin B for oral 
syrup and tetracycline-amphotericin B 
for oral drops that have been recon¬ 
stituted as directed in the labeling, ex¬ 
cept § 146c.257(b), and except that: 

(a) Its pH is not less than 4.0 nor more 
than 5.0. 

(b) The expiration date of the drug 
shall be 12 months after the month dur¬ 
ing which the batch was certified, ex¬ 
cept that the blank may be filled in with 
the date that is 18 months after the 
month during which the batch was cer¬ 
tified if the person who requests certi¬ 
fication has submitted to the Commis¬ 
sioner results of tests and assays show¬ 
ing that such drugs as prepared by him 
is stable for such period of time. 

§ 146c.263 Demethylchlorletracycline- 

nystatin for oral suspension. 

Demethylchlortetracycline-nystatin 
for oral suspension conforms to all re¬ 
quirements and procedures prescribed by 
§ 146c.254 for demethylchlortetracycline 
for oral suspension, except that: 

(a) When reconstituted as directed in 
the labeling, each milliliter of oral sus¬ 
pension shall contain a quantity of de¬ 
methylchlortetracycline hydrochloride 
equivalent to not less than 15 milligrams 
of demethylchlortetracycline hydrochlo¬ 
ride and not less than 25,000 units of 
nystatin. The nystatin used conforms 
to the standards prescribed therefor by 
§ 146c.224(&). 

(b) The expiration date of the drug 
shall be 12 months. 

(c) In addition to complying with the 
requirements of § 146c.254(d), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the batch mark and (unless they 
were previously submitted) the results 
and the date of the latest tests and 
assays of the nystatin used in making 
the batch for potency, toxicity, pH, mois¬ 
ture, and identity. He shall submit in 
connection with his request a sample 
consisting of one package for each 5,000 
packages in the batch, but in no case less 
than 6 packages, collected by taking 
single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal, and (unless it was previously sub¬ 
mitted) a sample consisting of 10 pack¬ 
ages, each containing approximately 
equal portions of not less than 300 milli¬ 
grams of the nystatin used in making the 
batch. 

(d) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
paragraph (c) of this section shall be: 

(1) $5.00 for each immediate con¬ 
tainer in the sample of the batch. 

(2) $4.00 for each immediate con¬ 
tainer of the nystatin used'in making 
the batch. 

§ 146c.264 Chlortetracycline bisulfate. 

(a) Standards of identity, strength, 
quality, and purity. Chlortetracycline 
bisulphate is the crystalline acid sulfate 
salt of chlortetracycline, containing 
butyl alcohol bound to or complexed with 
it. It is so purified and dried that: 

(1) Its potency is equivalent to not 
less than 760 micrograms of chlortetra¬ 


cycline hydrochloride per milligram 
when corrected for the moisture and 
butyl alcohol content. 

(2) It is nontoxic. 

(3) Its moisture content is not more 
than 2.0 percent. 

(4) Its butyl alcohol content is not 
more than 15 percent. 

(5) Its sulfate content is not less than 
15 percent when corrected for moisture 
and butyl alcohol content. 

(6) Its absorptivity, when corrected 
for its moisture and butyl alcohol con¬ 
tent, is 89 percent ±6 percent of that 
of the chlortetracycline hydrochloride 
working standard similarly treated and 
calculated on the anhydrous basis. 

(b) Packaging. In all cases, the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U.S.P. The 
composition of the immediate container 
shall be such as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused that are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be 
disregarded. 

(c) Labeling. Each package shall 
bear on its outside wrapper or container 
and the immediate container: 

(1) The batch mark. 

(2) The number of milligrams of 
chlortetracycline hydrochloride equiva¬ 
lent per gram and the number of grams 
in the immediate container. 

(3) The statement “Expiration date 

---,” the blank being filled in 

with the date that is 48 months after the 
month during which the batch was cer¬ 
tified. 

(4) The statement “For use only in the 
manufacture of nonsterile veterinary 
drugs.” 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in the 
batch, the number of milligrams of 
chlortetracycline hydrochloride equiva¬ 
lent per gram, and the total number of 
grams in each package. Such request 
shall be accompanied or followed by the 
results of tests and assays made by him 
on the batch for potency, toxicity, mois¬ 
ture, butyl alcohol content, sulfate con¬ 
tent, absorptivity, and crystallinity. 

(2) Such person shall submit with his 
request an accurately representative 
sample of the batch, consisting of 10 
packages each containing approximately 
0.5 gram taken from a different part of 
such batch, and each shall be packaged 
in accordance with the requirements of 
paragraph (b) of this section. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) $4.00 for each immediate contain¬ 
er in the sample submitted in accordance 
with paragraph (d) (2) of this section. 

(2) If the Commissioner considers that 
investigations other than the examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 


ments of § 146.3 of this chapter for ti 
issuance of a certificate, the cost of an! 
investigations. ' 

The fee prescribed by subparagraph ( 
of this paragraph shall accompany ti 
request for certification unless such f< 
is covered by an advance deposit mail 
tained in accordance with § 146 8(d) 
this chapter. 

§ 146c.265 Chlortetracycline bisulfa 
soluble powder veterinary. 

(a) Standards of identity, strengtl 
quality, and purity. Chlortetracyclii 
bisulfate soluble powder veterinary 
chlortetracycline bisulfate with or witt 
out one or more suitable and harmlei 
colorings, buffer substances, and dili 
ents. It contains the equivalent of 25 
grams or 102.4 grams of chlortetracyclin 
hydrochloride per pound of powder. Th 
moisture content is not more than 2 per 
cent. The chlortetracycline bisulfat 
used conforms to the requirements c 
§ 146c.264. Each other substance use< 
if its name is recognized in the U.S.P q 
N.F., conforms to the standards pre 
scribed therefor by such official compen 
dium. 

(b) Packaging. In all cases, the im 
mediate container shall be a tight con 
tainer as defined by the U.S.P. The com 
position of the immediate container shal 
be such as will not cause any change i] 
the strength, quality, or purity of th 
contents beyond any limits therefor ii 
applicable standards, except that minoi 
changes so caused that are normal am 
unavoidable in good packaging, storage 
and distribution practice shall be dis 
regarded. 

(c) Labeling. Each package shal 
bear on its label or labeling, as herein' 
after indicated, the following: 

(1) On the outside wrapper or con 
tainer and the immediate container: 

(1) The batch mark. 

(ii) The number of grams of chlortet 
racycline hydrochloride equivalent pei 
pound in the immediate container. 

(iii) The number of pounds of powdei 
in each immediate container. 

(iv) A statement to the effect that il 
is to be administered only in the drink¬ 
ing water of poultry, and that it should 
not be given to laying chickens. 

(v) The statement “Expiration date 

---,” the blank being filled in 

with the date that is 12 months after the 
month during which the batch was certi¬ 
fied. 

(2) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions and warnings for the 
veterinary use of such drug by the laity. 
Such circular or other labeling may also 
bear a statement that a brochure or 
other printed matter containing infor¬ 
mation for other veterinary uses of such 
drug by a veterinarian licensed by law 
to administer it will be sent to such vet¬ 
erinarian on request. 

(d) Request for certification: samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark and 
(unless it was previously submitted) the 
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date on which the latest assay of the 
fhlortetracy cline bisulfate used in 
making such batch was completed, the 
number of grams of chlortetracycline 
hydrochloride equivalent per pound, the 
number of pounds of powder, the num¬ 
ber of packages of each size in the batch, 
the quantity of each ingredient used in 
making the batch, the date on which the 
latest assay of the drug comprising such 
batch was completed, and a statement 
that each ingredient used in making the 
batch conforms to the requirements pre¬ 
scribed therefor, if any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: Potency and moisture. 

(ii) The chlortetracycline bisulfate 

used in making the batch: Potency, 
toxicity, moisture, butyl alcohol content, 
sulfate content, absorptivity, and crys¬ 
tallinity. . _ . . 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: One 1-ounce portion 
for each 5,000 immediate containers in 
the batch, but in no case less than five 
1-ounce portions. Such sample shall 
be collected by taking single 1-ounce 
portions at such intervals throughout 
the entire time the containers are being 
filled that the quantities filled during 
the intervals are approximately equal. 

(ii) The chlortetracycline bisulfate 
used in making the batch: 10 packages, 
each containing approximately equal 
portions of not less than 0.5 gram, pack¬ 
aged in accordance with the require¬ 
ments of § 146c.264(b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each containing approximately 5 grams. 

(4) The result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
the sample referred to in subparagraph 
(3) (ii) of this paragraph are not re¬ 
quired if such result or sample has been 
previously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate container 

in the samples submitted in accordance 
with paragraph (d) (3) (i), (ii), and 

(iii) of this section. 

(2) If the Commissioner considers that 
investigations other than examination 
of such immediate containers are nec¬ 
essary to determine whether or not such 
batch complies with the requirements of 
§ 146.3 of this chapter for the issuance 
of a certificate, the cost of such inves¬ 
tigations. 


PART 146 d—CERTIFICATION OF 
CHLORAMPHENICOL AND CHLOR¬ 
AMPHENICOL - CONTAINING 
DRUGS 


Sec. 

146d.301 

146d.302 

146d.303 


146d.304 

146d.305 

146d.306 


146d.307 


146d.308 

146d.309 


146d.310 
146d .311 


146d.312 

146d.313 

146d.314 

146d.315 

146d.316 


Chloramphenicol. 

Chloramphenicol capsules. 

Chloramphenicol ointment (chlor¬ 
amphenicol cream). 

Chloramphenicol ophthalmic. 

Chloramphenicol palmitate. 

Chloramphenicol palmitate oral 
suspension. 

Chloramphenicol solution; chlor¬ 
amphenicol for aqueous injec¬ 
tion. 

Chloramphenicol otic; chloram¬ 
phenicol topical. 

Chloramphenicol - streptomycin 
capsules; chloramphenicol-dihy- 
drostreptomycin capsules. 

Chloramphenicol tablets. 

Chloramphenicol palmitate-strep- 
tomycin oral suspension; chlor¬ 
amphenicol palmitate-dihydro- 
streptomycin oral suspension. 

Chloramphenicol-neomycin oint¬ 
ment. 

Chloramphenicol-polymyxin oint¬ 
ment. 

Chloramphenicol sodium succi¬ 
nate. 

Chloramphenicol sodium succi¬ 
nate for aqueous injection. 

Chloramphenicol — paramomycin 
ointment. 


Authority: §§ 146d.301 to 146d.316 issued 
under sec. 507, 59 Stat. 463, as amended; 21 
U.S.C. 357. 


The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 


§ 146d.301 Chloramphenicol. 

(а) Standards of identity, strength, 
quality, and purity. Chloramphenicol is 
a white to grayish-white or yellowish- 
white crystalline powder, occurring as 
needles or elongated plates. It is neu¬ 
tral, slightly soluble in water, but freely 
soluble in alcohol. It has the chemical 
formula d-( — ) -threo-l-p - nitrophenyl- 
2-dichloracetamido-l, 3-propanediol. It 
is so purified and dried that: 

(1) Its potency is not less than 900 mi¬ 
crograms per milligram; 

(2) It is sterile; 

(3) It is nontoxic; 

(4) It is nonpyrogenic; 

(5) It contains no histamine nor his¬ 
tamine-like substances; 

(б) Its pH in saturated aqueous solu¬ 
tion is not less than 4.5 and not more 
than 7.5; 

(7) Its specific rotation in absolute 
ethanol at 20° C. is +20° ±1.5°, and at 
25° C. is +18.5 0 ±1.5°; 

(8) Its melting point is 151° C. ±2°; 

(9) Its absorptivity at 278 m/* does 
not vary more than ±3 percent from 
that of the chloramphenicol working 

, standard, similarly treated. 

<b) Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition as 
will not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 


In case it is packaged for dispensing, it 
shall be in immediate containers of col¬ 
orless transparent glass, closed by a sub¬ 
stance through which a hypodermic nee¬ 
dle may be introduced and withdrawn 
without removing the closure or destroy¬ 
ing its effectiveness; each such container 
shall contain not more than 1.0 gm., and 
each may be packaged in combination 
with a suitable and harmless diluent. 

(c) Labeling—(l) If it is packaged 
for dispensing and it is intended for use 
by man. In addition to the labeling 
prescribed by § 1.106(b) of this chapter, 
issued pursuant to section 502(f) of the 
act, each package shall bear on its label or 
labeling, as hereinafter indicated, the 
following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container: 

(a) The statement, “Warning—Blood 
dyscrasias may be associated with the use 
of chloramphenicol. It is essential that 
adequate blood studies be made. (See 
enclosed warnings and precautions).” 

( b ) The statement “Expiration date 

_” the blank being filled in 

with the date which is 60 months after 
the month during which the batch was 
certified: Provided, however, That such 
expiration date may be omitted from the 
immediate container if it contains a 
single dose and it is packaged in an in¬ 
dividual wrapper or container. 

(ii) The circular or other labeling 
within or attached to the package bearing 
directions, precautions, and warnings for 
its use by physicians shall begin with 
the following statements, which shall 
be underscored or italicized: 

(a) “Warning—Serious and even fatal 
blood dyscrasias (aplastic anemia, hypo¬ 
plastic anemia, thrombocytopenia, 
granulocytopenia) are known to occur 
after the administration of chlo¬ 
ramphenicol. Blood dyscrasias have 
occurred after both short-term and pro¬ 
longed therapy with this drug. Bearing 
in mind the possibility that such re¬ 
actions may occur, chloramphenicol 
should be used only for serious infections 
caused by organisms that are susceptible 
to its antibacterial effects. Chloram¬ 
phenicol should not be used when other 
less potentially dangerous agents will be 
effective; or in the treatment of trivial 
infections such as colds, influenza, or 
viral infections of the throat; or as a 
prophylactic agent/’ 

(b) “Precautions—It is essential that 
adequate blood studies be made during 
treatment with the drug. While blood 
studies may detect early peripheral blood 
changes, such as leukopenia or granulo¬ 
cytopenia, before they become irreversi¬ 
ble, such studies cannot be relied upon 
to detect bone marrow depression prior 
to development of aplastic anemia.” 

(2) If it is packaged for dispensing 
and it is intended solely for veterinary 
use. Its label and labeling shall com¬ 
ply with all the requirements of sub- 
paragraph (1) of this paragraph except 
subdivisions (i) (a) and (ii); and in lieu 
of the statement “Caution: Federal law 
prohibits dispensing without prescrip¬ 
tion” each package shall include infor¬ 
mation containing directions, precau- 
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tions, and warnings adequate for the 
veterinary use of the drug by the laity. 

(3) If it is packaged solely for manu¬ 
facturing use and/or repacking. Each 
package shall bear on its outside wrap¬ 
per or container and the immediate con¬ 
tainer the following: 

(i) The number of micrograms of 
chloramphenicol per milligram or per 
gram and the number of grams or kilo¬ 
grams in the immediate container. 

(ii) The batch mark. 

(iii) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scrip tion.” 

(iv) The statement “For manufactur¬ 
ing use,” “For repacking,” or “For manu¬ 
facturing use or repacking.” 

(v) The expiration date required by 
subparagraph (1) (i) (b) of this para¬ 
graph. 

(d) Request for certification, check 
tests and assays; samples. (1) In addi¬ 
tion to complying with the requirements 
of § J46.2 of this chapter, a person who 
requests certification of a batch of chlor¬ 
amphenicol shall submit with his request 
a statement showing the batch mark, the 
number of packages of each size in the 
batch, the number of grams in each 
package, and (unless it was previously 
submitted) the date on which the latest 
assay of the drug comprising the batch 
was completed. Such request shall be 
accompanied or followed by the results 
of tests and assays made by him on the 
batch for potency, sterility, toxicity, 
pyrogens, histamine, pH, specific rota¬ 
tion, melting point, and absorptivity. If 
such batch or any part thereof is to be 
packaged with a solvent, such request 
shall also be accompanied by a statement 
that such solvent conforms to the re¬ 
quirements prescribed therefor by this 
section. 

(2) If such batch is packaged for dis¬ 
pensing, such person shall submit with 
his request an accurately representative 
sample of the batch, consisting of the 
following: 

(i) For all tests except sterility; 1 im¬ 
mediate container for each 5,000 immedi¬ 
ate containers in such batch, but in no 
case less than 8 immediate containers. 

(ii) For sterility testing; 10 immediate 
containers. 

Such sample shall be collected by taking 
single immediate containers at such in¬ 
tervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(3) If such batch is packaged for 
repacking or for use as an ingredient in 
the manufacture of another drug, such 
person shall submit with his request an 
accurately representative sample of the 
batch, consisting of the following: 

(i) For all tests except sterility; 5 
packages, each containing approximately 
0.5 gram. 

(ii) For sterility testing; 10 packages, 
each containing approximately 40 milli¬ 
grams. 

Each such package shall be packaged in 
accordance with the requirements of 
paragraph (b) of this section. 

(4) In connection with contemplated 
requests for certification of repacked 
batches of chloramphenicol or batches 


RULES AND REGULATIONS 

of another drug in the manufacture of 
which it is to be used, the manufacturer 
of a batch which is to be so repacked or 
used may request the Commissioner to 
make check tests and assays on a sample 
of such batch, taken as prescribed by 
subparagraph (3) of this paragraph. 
From the information required by sub- 
paragraph (1) of this paragraph may 
be omitted results of tests and assays 
not required for the batch when used in 
such other drug. The Commissioner 
shall report to such manufacturer re¬ 
sults of such check tests and assays as 
are so requested. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $10.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (2) (i), 
(3) (i), and (4) of this section; $10.00 
for all containers submitted in accord¬ 
ance with paragraph (d) (2) (ii) and (3) 
(ii) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such immediate containers, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§ 146d.302 Chloramphenicol capsules. 

(a) Standards of identity, strength, 
quality, and purity. Chloramphenicol 
capsules are capsules composed of chlor¬ 
amphenicol, with or without the addition 
of one or more suitable and harmless 
diluents, lubricants, colorings, and fla¬ 
vorings. The potency of each capsule is 
not less than 50 milligrams. The chlor¬ 
amphenicol used conforms to the re¬ 
quirements of § 146d.301 (a), except 
§ 146d.301 (a) (2), (4), (5), and (6). 
Each other substance used, if its name is 
recognized in the U. S. P. or N. F., con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

(b) Packaging. Unless each chlor¬ 
amphenicol capsule is enclosed in a foil 
or plastic film and such enclosure is a 
tight container as defined by the U. S. P., 
except the provision that it shall be 
capable of tight reclosure, the immediate 
container shall be a tight container as 
so defined. The composition of the im¬ 
mediate container, or of the foil or film 
enclosure, shall be such as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused which are 
normal and unavoidable in good packag¬ 
ing, storage, and distribution practice 
shall be disregarded. 

(c) Labeling— (1) If it is intended 
for use by man. In addition to the la¬ 
beling prescribed by § 1.106(b) of this 
chapter, issued pursuant to section 
502(f) of the act, each package shall 
bear on its label or labeling, as herein¬ 
after indicated, the following: 


(i) On the outside wrapper or con 
tainer and the immediate container* 

(a) The statement, “Warning-^Bloori 
dyscrasias may be associated with the uso 
of chloramphenicol. It is essential that 
adequate blood studies be made (a£ 
enclosed warnings and precautions) ” 

(5) The statement “Expiration data 

-->” the blank being filled in 

with the date that is 60 months after the 
month during which the batch was 
certified. 

(ii) The circular or other labeling 
within or attached to the package, bear¬ 
ing directions, precautions, and warn¬ 
ings for its use by physicians, shall begin 
with the following statements, which 
shall be underscored or italicized • 

(a) “Warning—Serious and even fatal 
blood dyscrasias (aplastic anemia, hypo¬ 
plastic anemia, thrombocytopenia, gran¬ 
ulocytopenia) are known to occur after 
the administration of chloramphenicol 
Blood dyscrasias have occurred after 
both short-term and prolonged therapy 
with this drug. Bearing in mind the 
possibility that such reactions may occur 
chloramphenicol should be used only for 
serious infections caused by organisms 
that are susceptible to its antibacterial 
effects. Chloramphenicol should not be 
used when other less potentially dan¬ 
gerous agents will be effective; or in the 
treatment of trivial infections such as 
colds, influenza, or viral infections of the 
throat; or as a prophylactic agent.” 

(b) “Precautions—It is essential that 
adequate blood studies be made during 
treatment with the drug. While blood 
studies may detect early peripheral blood 
changes, such as leukopenia or granu¬ 
locytopenia, before they become irre¬ 
versible, such studies cannot be relied 
on to detect bone marrow depression 
prior to development of aplastic anemia.” 

(2) If it is intended solely for veteri¬ 
nary use. Its label and labeling shall 
comply with all the requirements of sub- 
paragraph (1) of this paragraph except 
subdivisions (i) (a) and (ii), and in lieu 
of the statement “Caution: Federal law 
prohibits dispensing without prescrip¬ 
tion” each package shall include infor¬ 


mation containing directions, precau¬ 
tions, and warnings adequate for the 
veterinary use of the drug by the laity. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this 
chapter, a person who requests certi¬ 
fication of a batch of chloramphenicol 
capsules shall submit with his re¬ 
quest a statement showing the batch 
mark, the number of packages of 
each size in such batch, the batch mark 
and (unless it was previously submitted) 
the date on which the latest assay of 
the chloramphenicol used in making such 
batch was completed, the number of mil¬ 
ligrams in each capsule, the quantity of 
each ingredient used in making the 
batch, the date on which the latest assay 
of the drug comprising such batch was 
completed, and a statement that each 
ingredient used in making the batch con¬ 
forms to the requirements prescribed 
therefor, if any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
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^ys listed after each of the following, 
ade by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; average potency per 

(iff The chloramphenicol used in 
■making the batch; potency, toxicity. 
Specific rotation, melting point, and ab¬ 
sorptivity. . 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

, (i> The batch; one capsule for each 
5000 capsules in the batch, but in no 
case less than 30 capsules, collected by 
taking single capsules at such intervals 
throughout the entire time of prepara¬ 
tion that the quantities encapsulated 
during the intervals are approximately 

equal. . 

(ii) The chloramphenicol used in mak- 
u ig the batch; ten packages, each con¬ 
taining approximately equal portions of 
not less than 300 milligrams each, pack¬ 
aged in accordance with the require¬ 
ments of § 146d.301 (b). 

(iii) In case of an initial request for 
certification, each diluent, lubricant, 
coloring, and flavoring used in making 
the batch; one package of each contain¬ 
ing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required 
if such result or sample has been pre¬ 
viously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
chloramphenicol capsules under the 
regulations in this part shall be: 

(1) $0.75 for each capsule in the sam¬ 
ple submitted in accordance with para¬ 
graph (d) (3) (i) of this section, $4.00 
for each package in the samples sub¬ 
mitted in accordance with paragraph 
fd) (3) (ii) and (iii) of this section; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such capsules and packages, are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§ 146d.303 Chloramphenicol ointment 
(chloramphenicol cream). 


FEDERAL REGISTER 


(a) Standards of identity, strength. 
Quality, and purity. Chloramphenicol 
ointment is chloramphenicol in a suit¬ 
able and harmless ointment base, with or 
without suitable and harmless buffer 
substances, dispersing and suspending 
agents. It may contain cortisone or a 
suitable derivative of cortisone. If such 
base is water-miscible, it shall contain a 
suitable and harmless preservative. Its 
potency is not less than 1.0 milligram 
per gram. The chloramphenicol used 


conforms to the requirements of 
§ 146d.301 (a), except subparagraphs 

( 2 ), ( 3 ), ( 4 ) , and (5), of that paragraph. 
Each other substance used, if its name is 
recognized in the U. S. P. or N. F., con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

(b) Packaging. Unless it is packaged 
in a single dose container, chloram¬ 
phenicol ointment shall be packaged in 
collapsible tubes, which shall be well- 
closed containers as defined by the 
U. S. P., and shall not be larger than the 
i/ 8 -ounce size if such ointment is repre¬ 
sented for ophthalmic ^use, and in no 
case larger than the 2-ounce size, ex¬ 
cept that if it is labeled solely for hos¬ 
pital use it may be packaged in imme¬ 
diate containers of glass which meet 
the test for tight containers as defined 
by the U. S. P. The composition of the 
immediate container and closure shall 
be such as will not cause any change in 
the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal 
and unavoidable in good packaging, 
storage, and distribution practice shall 
be disregarded. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label or labeling, as hereinafter indi¬ 
cated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container the 

statement “Expiration date-,” 

the blank being filled in with the date 
that is 60 months, or 24 months if it is 
packaged in an immediate container 
other than tin or glass, or 12 months 
if the ointment base is water miscible, 
after the month during which the batch 
was certified. 

(ii) If it contains one of the active 
ingredients specified in paragraph (a) 
of this section, after the name “chlor¬ 
amphenicol ointment,” wherever it ap¬ 
pears, the name of the active ingredient, 
in juxtaposition with such name. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except 
that in lieu of the statement “Caution: 
Federal law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chap¬ 
ter, a person who requests certi¬ 
fication of a batch of chloramphen¬ 
icol ointment shall submit with his 
request a statement showing the 
batch mark, the number of packages of 
each size in such batch, the batch mark 
and (unless it was previously submitted) 
the date on which the latest assay of the 
chloramphenicol used in making such 
batch was completed, the quantity of 
each ingredient used in making the 
batch, the date on which the latest assay 
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of the drug comprising such batch was 
completed, and that each component of 
the ointment base used conforms to the 
requirements prescribed therefor by this 
section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represen¬ 
tative sample of: 

(i) The batch; average potency per 
gram. 

(ii) The chloramphenicol used in 
making the batch; potency, pH, specific 
rotation, melting point, and absorptivity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit with his re¬ 
quest, in the quantities hereinafter indi¬ 
cated, accurately representative samples 
of the following: 

(i) The batch; 1 package for each 
5,000 packages in the batch, but in no 
case less than 5 packages if it is pack¬ 
aged in immediate containers of tin or 
glass, and not less than 20 immediate 
containers if it is packaged in immediate 
containers other than tin or glass, col¬ 
lected by taking single packages at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The chloramphenicol used in 
making the batch; 10 packages, each 
containing approximately equal portions 
of not less than 300 milligrams, pack¬ 
aged in accordance with the require¬ 
ments of § 146d.301 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 200 
grams, except if cortisone or a derivative 
of cortisone is used, such package shall 
contain approximately 100 milligrams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 

(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each multiple-dose pack¬ 
age or $1.00 for each single-dose con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph (d) (3) (i) of 
this section, and $4.00 for each pack¬ 
age in the samples submitted in accord¬ 
ance with paragraph (d) (3) (ii) and 

(iii) of this section; and 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of 
§ 146.3 of this chapter for the issuance 
of a certificate, the cost of such inves¬ 
tigations. 


The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 
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§ 146d.304 Chloramphenicol ophthal¬ 
mic. 

(a) Standards of identity, strength, 
quality, and purity . Chloramphenicol 
ophthalmic is chloramphenicol, with or 
without one or more suitable and harm¬ 
less preservatives, buffer substances, and 
diluents. It may contain cortisone hy¬ 
drocortisone, or a suitable ester of corti¬ 
sone or hydrocortisone. It is sterile. 
The chloramphenicol is of such quan¬ 
tity that when prepared as directed in 
its labeling the potency of such solution 
or suspension is not less than 1.0 milli¬ 
gram per milliliter and maintains its 
labeled potency after it has been kept 
for 10 days at room temperature. Such 
solution or suspension has a pH of 
7.3±0.2. The chloramphenicol used con¬ 
forms to the requirements of § 146d.301 

(a), except subparagraphs (2), (4), and 
(5) of that paragraph. Each other in¬ 
gredient used, if its name is recognized 
in the U. S. P. or N. F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging. The immediate con¬ 
tainer of chloramphenicol ophthalmic 
shall be a tight container as defined by 
the U. S. P. Its closure shall be one 
through which a hypodermic needle can¬ 
not be introduced. The composition of 
the immediate container and closure 
shall be such as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limit there¬ 
for in applicable standards, except that 
minor changes so caused which are 
normal and unavoidable in good pack¬ 
aging, storage, and distribution practice 
shall be disregarded. Each such con¬ 
tainer may be packaged in combination 
with a container of the solvent, sterile 
distilled water U. S. P. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label or labeling, as hereinafter indi¬ 
cated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(a) The statement “Expiration date 

-the blank being filled in 

with the date that is 60 months after 
the month during which the batch was 
certified. 

( b ) If it is packaged in combination 
with a container of a solvent, the state¬ 
ment “ Warning —Not for injection." 

(ii) If it contains one of the active 
ingredients specified in paragraph (a) 
of this section, after the name “chloram¬ 
phenicol ophthalmic," wherever it ap¬ 
pears, the name of such ingredient, in 
juxtaposition with such name. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription" each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 
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(d) Request for certification; samples . 
(1) In addition to complying with the re¬ 
quirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch of chloramphenicol ophthalmic 
shall submit with his request a statement 
showing the batch mark, the number of 
packages of each size in such batch, the 
batch mark and (unless previously sub¬ 
mitted) the date on which the latest 
assay of the chloramphenicol used in 
making such batch was completed, the 
number of milligrams of chlorampheni¬ 
col in each immediate container, the 
date on which the latest assay of the 
drug comprisirfg such batch was com¬ 
pleted, the quantity of each other in¬ 
gredient used in making the batch, and 
a statement that each such ingredient 
conforms to the requirements prescribed 
therefor by this section. If such batch 
or any part thereof is to be packaged 
with a solvent, such request shall also be 
accompanied by a statement that such 
solvent conforms to the requirements 
prescribed therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
sample of: 

(i) The batch; potency, sterility, and 
pH of the solution or suspension pre¬ 
pared as directed in its labeling. 

(ii) The chloramphenicol used in mak¬ 
ing the batch; potency, toxicity, pH, spe¬ 
cific rotation, melting point, and absorp¬ 
tivity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
indicated, accurately representative sam¬ 
ples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in the batch, but in 
no case less than 5 immediate contain¬ 
ers. 

(5) For sterility testing; 10 immediate 
containers. 

Such samples shall be collected by taking 
single immediate containers at such in¬ 
tervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The chloramphenicol used in mak¬ 
ing the batch; 10 packages, each con¬ 
taining approximately equal portions of 
not less than 300 milligrams, packaged 
in accordance with the requirements of 
§ 146d.301 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of each 
containing aproximately 5.0 grams, ex¬ 
cept if cortisone acetate is used, such 
package shall contain approximately 100 
milligrams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 


(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer or package in the samples sub¬ 
mitted in accordance with paragraph 

(d) (3) (i) (a), (ii), and (iii) of this 
section; $10.0Q for all containers sub¬ 
mitted in accordance with paragraph 
(d) (3) (i) (5) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification, unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§ 146d.305 Chloramphenicol palmiiate. 

(a) Standards of identity, strength , 
quality, and purity. Chloramphenicol 
palmitate is the white to grayish-white, 
tasteless, crystalline palmitic acid ester 
of chloramphenicol. It is so purified and 
dried that: 

(1) It contains not less than 555 micro¬ 
grams and not more than 595 micro¬ 
grams of chloramphenicol per milligram. 

(2) It is nontoxic. 

(3) Its melting point is 89°±3° C. 
The chloramphenicol used conforms to 
the requirements of § 146d.301 (a), ex¬ 
cept subparagraphs (2), (4), and (5) of 
that paragraph. 

(b) Packaging . In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P. and 
shall be of such composition as will not 
cause any change in the strength, qual¬ 
ity, or purity of the contents beyond any 
limit therefor in applicable standards, 
except that minor changes so caused 
which are normal and unavoidable in 
good packaging, storage, and distribu¬ 
tion practice shall be disregarded. 

(c) Labeling. Each package of chlor¬ 
amphenicol palmitate shall bear on its 
outside wrapper or container and the 
immediate container, as hereinafter in¬ 
dicated, the following: 

(1) The batch mark. 

(2) The number of grams in the im¬ 
mediate container and the number of 
milligrams of chloramphenicol per gram. 

(3) The statement “Expiration date 

---the blank being filled in 

with the date which is 48 months after 
the month during which the batch was 
certified. 

(4) The statement “For manufactur¬ 
ing use only." 

(5) The statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription/* 

(d) Request for certification; samples . 
(1) In addition to complying with the 
requirements of § 146.2 of this chap¬ 
ter, a person who requests certi¬ 
fication of a batch of chloramphe¬ 
nicol palmitate shall submit with his 
request a statement showing the batch 
mark, the number of packages of 
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each size in the batch and (unless it was 
previously submitted) the date on which 
the latest assay of the drug comprising 
such batch was completed. Such request 
shall be accompanied or followed by re¬ 
sults of tests and assays made by him 
on the batch for potency, toxicity and 
melting point. 

(2) Such person shall submit with his 
request a sample containing 10 approxi¬ 
mately equal portions of at least 300 
, milligrams, each taken from different 
parts of such batch; each such portion 
, l* shall be packaged in a separate con¬ 
tainer and in accordance with the re- 
i. quirements of paragraph (b) of this 
section. 

/ (e) Fees . The fee for the services 

(. rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer submitted in accordance with 
paragraph (d) (2) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 

! issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
r request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 
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§ 146d.306 Chloramphenicol palmitate 
oral suspension. 

(a) Standards of identity, strength, 

quality and purity. Chloramphenicol 
palmitate oral suspension is chloram¬ 
phenicol palmitate and one or more suit¬ 
able and harmless buffer substances, 
suspending agents, preservatives, color¬ 
ings, and flavorings, with or without one 
or more suitable and harmless vitamin 
substances, suspended in a suitable and 
harmless vehicle. It contains not less 
than 25 milligrams of chloramphenicol 
per milliliter. Its pH is not less than 
4.5 and not more than 7.0. The chlor¬ 
amphenicol palmitate used conforms to 
the requirements of § 146d.305 (a). 

Each other substance used, if its name 
is recognized in the U. S. P. or N. P., 
conforms to the standards prescribed 
therefor by such official compendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. and shall 
be of such composition as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused which are 
normal and unavoidable in good packag¬ 
ing, storage, and distribution practice 
shall be disregarded. 

(c) Labeling —(1) If it is intended for 
use by man. In addition to the labeling 
prescribed by § 1.106(b) of this chapter, 
issued pursuant to section 502(f) of the 
act, each package shall bear on its label 
or labeling, as hereinafter indicated, the 
following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container; 


(ai The statement, “Warning—Blood 
dyscrasias may be associated with the use 
of chloramphenicol. It is essential that 
adequate blood studies be made. (See 
enclosed warnings and precautions.) M 
(b) The statement “Expiration date 

_the blank being filled in 

with the date that is 48 months after 
the month during which the batch was 
certified or with the date that is 24 
months after the month during which 
the batch was certified if it contains one 
or more vitamin substances. 

(ii) The circular or other labeling 
within or attached to the package, bear¬ 
ing directions, precautions, and warnings 
for its use by physicians, shall begin with 
the following statements, which shall be 
underscored or italicized: 

(a) “Warning—Serious and even fatal 
blood dyscrasias (aplastic anemia, hypo¬ 
plastic anemia, thrombocytopenia, gran¬ 
ulocytopenia) are known to occur after 
the administration of chloramphenicol. 
Blood dyscrasias have occurred after 
both short-term and prolonged therapy 
with this drug. Bearing in mind the 
possibility that such reactions may occur, 
chloramphenicol should be used only for 
serious infections caused by organisms 
that are susceptible to its antibacterial 
effects. Chloramphenicol should not be 
used when other less potentially danger¬ 
ous agents will be effective; or in the 
treatment of trivial infections such as 
colds, influenza, or viral infections of the 
throat; or as a prophylactic agent.” 

(b) “Precautions—It is essential that 
adequate blood studies be made during 
treatment with the drug. While blood 
studies may detect early peripheral blood 
changes, such as leukopenia or granu¬ 
locytopenia, before they become irrevers¬ 
ible, such studies cannot be relied on to 
detect bone marrow depression prior to 
development of aplastic anemia." 

(2) If it is intended solely for veteri¬ 
nary use. Its label and labeling shall 
comply with all the requirements of sub- 
paragraph (1) of this paragraph, except 
subdivisions (i) (a) and (ii), and in lieu 
of the statement “Caution: Federal law 
prohibits dispensing without prescrip¬ 
tion" each package shall include infor¬ 
mation containing directions, precau¬ 
tions, and warnings adequate for the vet¬ 
erinary use of the drug by the laity. 

(3) On the label and labeling, if it 

contains one or more vitamin substances, 
after the name “chloramphenicol palmi¬ 
tate oral suspension," wherever it ap¬ 
pears, the words “with vitamin- 

_the blank being filled in with the 

name of the vitamin ingredient used, or 
“with vitamins," if it contains more than 
one vitamin ingredient, in juxtaposition 
with such name. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chap¬ 
ter, a person who requests certi¬ 
fication of a batch shall submit 
with his request a statement showing 
the batch mark, the number of 
packages of each size in such batch, the 
batch mark, and (unless it was previ¬ 
ously submitted) the date on which the 
latest assay of the chloramphenicol 
palmitate used in making such batch 
was completed, the date on which the 
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latest assay of the drug comprising such 
batch was completed, the quantity of 
each ingredient used in making the 
batch, and a statement that each such 
ingredient conforms to the requirements 
prescribed therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the follow¬ 
ing, made by him on an accurately rep¬ 
resentative sample of: 

(i) The batch; average potency per 
milliliter, pH. 

(ii) The chloramphenicol palmitate 
used in making the batch; potency, 
toxicity, melting point, absorptivity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit with his re¬ 
quest, in the quantities hereinafter in¬ 
dicated, accurately representative sam¬ 
ples of the following: 

(i) The batch; one package for each 
5,000 packages in the batch, but in no 
case less than 5, collected by taking single 
packages at such intervals throughout 
the entire time of packaging the batch 
that the quantities packaged during the 
intervals are approximately equal. 

(ii) The chloramphenicol palmitate 
used in making the batch; 10 packages, 
each containing approximately equal 
portions of not less than 300 milligrams, 
packaged in accordance with the re¬ 
quirements of § 146d.305 (b). 

(iii) In the case of an initial request 
for certification, each other ingredient 
used in making the batch; one package 
of each containing approximately 5 
grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees . The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $ 4.00 for each package in the sam¬ 
ples submitted in accordance with para¬ 
graph (d) (3) (i), (ii), and (iii) of this 
section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such packages are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§ 146d.307 Chloramphenicol solution; 
chloramphenicol for aqueous injec¬ 
tion. 


(a) Standards of identity, strength, 
quality, and purity. Chloramphenicol 
solution is chloramphenicol, with or 
without one or more suitable and harm¬ 
less buffer substances, dissolved in one 
or more suitable and harmless solvents. 
Chloramphenicol for aqueous injection 












13204 


RULES AND REGULATIONS 


is a dry mixture of chloramphenicol and 
one or more suitable and harmless sus¬ 
pending or dispersing agents, buffer sub¬ 
stances, and preservatives. It is so 
purified that: 

(1) If it is the solution of the drug, 
its potency is 250 milligrams per milli¬ 
liter. 

(2) It is sterile. 

(3) It is nontoxic. 

(4) It is nonpyrogenic. 

(5) It contains no histamine nor his¬ 
tamine-like substances. 

(6) If it is chloramphenicol solution, 
its pH is not less than 4.7 and not more 
than 5.0. If it is the dry mixture of the 
drug, the pH of a suspension prepared 
as directed in its labeling is not less than 
4.5 and not more than 7.5. 

The chloramphenicol used conforms to 
the requirements of § 146d.301 (a). Each 
other ingredient used, if its name is 
recognized in the U. S. P. or N. F., con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P , shall be 
sterile at the time of filling and closing, 
shall be so sealed that the contents can¬ 
not be used without destroying the seal, 
and shall be of such composition as will 
not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 
In case it is packaged for dispensing and 
it is the solution of the drug, it shall be in 
hermetically sealed, colorless, transpar¬ 
ent glass ampuls, each of which shall 
contain 2.0 milliliters. If it is packaged 
for dispensing and it is the dry mixture 
of the drug, it shall be in colorless, trans¬ 
parent glass containers, closed by a sub¬ 
stance through which a hypodermic 
needle may be introduced and withdrawn 
without removing the closure or destroy¬ 
ing its effectiveness, and each such con¬ 
tainer shall contain 1.0 gram or 2.0 grams 
of chloramphenicol. 

(c) Labeling —(1) If it is intended for 
use by man. In addition to the labeling 
prescribed by § 1.106(b) of this chapter, 
issued pursuant to section 502(f) of the 
act, each package shall bear on its label 
or labeling, as hereinafter indicated, the 
following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container: 

(a) The statement, “Warning—Blood 
dyscrasias may be associated with the 
use of chloramphenicol. It is essential 
that adequate blood studies be made. 
(See enclosed warnings and precau¬ 
tions. )” 

(b) The statement “Expiration date 

-,” the blank being filled in 

with the date that is 24 months after 
the month during which the batch was 
certified if it is the solution of the drug, 
or 48 months after the month during 
which the batch was certified if it is the 
dry mixture of the drug: Provided, how¬ 
ever, That such expiration date may be 
omitted from the immediate container 
if it contains a single dose and it is 


packaged in an individual wrapper or 
container. 

(c) If it is the dry mixture of the drug, 
the statement “For intramuscular use 
only.” 

(ii) On the outside wrapper or con¬ 
tainer, if it is the solution of the drug, 
the statement “Store in refrigerator not 
above 15° C. (59° F.).” 

(iii) The circular or other labeling 
within or attached to the package, bear¬ 
ing directions, precautions, and warnings 
for its use by physicians, shall begin with 
the following statements, which shall be 
underscored or italicized: 

(a) “Warning—Serious and even fatal 
blood dyscrasias (aplastic anemia, hypo¬ 
plastic anemia, thrombocytopenia, gran¬ 
ulocytopenia) are known to occur after 
the administration of chloramphenicol. 
Blood dyscrasias have occurred after 
both short-term and prolonged therapy 
with this drug. Bearing in mind the 
possibility that such reactions may occur, 
chloramphenicol should be used only for 
serious infections caused by organisms 
that are susceptible to its antibacterial 
effects. Chloramphenicol should not be 
used when other less potentially danger¬ 
ous agents will be effective; or in the 
treatment of trivial infections such as 
colds, influenza, or viral infections of the 
throat; or as a prophylactic agent.” 

(b) “Precautions—It is essential that 
adequate blood studies be made during 
treatment with the drug. While blood 
studies may detect early peripheral blood 
changes, such as leukopenia or granu¬ 
locytopenia, before they become irrevers¬ 
ible, such studies cannot be relied on to 
detect bone marrow depression prior to 
development of aplastic anemia.” 

(2) If it is intended solely for veteri¬ 
nary use. Its label and labeling shall 
comply with all the requirements of sub- 
paragraph (1) of this paragraph except 
subdivisions (i) (a) and (iii), and in lieu 
of the statement “Caution: Federal law 
prohibits dispensing without prescrip¬ 
tion,” each package shall include infor¬ 
mation containing directions, precau¬ 
tions, and warnings adequate for the 
veterinary use of the drug by the laity. 

(d) Request for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this 
chapter, a person who requests cer¬ 
tification of a batch shall submit 
with his request a statement showing 
the batch mark, the number of 
packages in the batch, the number of 
milligrams or grams in each of such 
packages, the date on which the 
latest assay of the drug comprising the 
batch was completed, the batch mark 
and (unless it was previously submitted) 
the date on which the latest assay of 
the chloramphenicol used in making 
such batch was completed, the quantity 
of each ingredient used in making the 
batch, and a statement that each such 
ingredient conforms to the requirements 
prescribed therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 


(i) The batch; potency, sterility, tox¬ 
icity, pyrogens, histamine content and 
pH. 

(ii) The chloramphenicol used in 
making the batch; potency, specific ro¬ 
tation, melting point, and absorptivity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but in 
no case less than 8 immediate containers. 

( b ) For sterility testing; 10 immediate 
containers. 

Such samples shall be collected by taking 
single immediate containers at such in¬ 
tervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The chloramphenicol used in 
making the batch; two immediate con¬ 
tainers containing approximately 300 
milligrams each, packaged in accord¬ 
ance with the requirements of § 146d.301 
(b). 

(iii) In case of an initial request for 
certification, each ingredient (unless it is 
recognized by the U. S. P. or N. F.) used 
in making the batch; one package of 
each, containing approximately 5 grams. 

(4) No result referred to in subpara- 
granh (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) $10.00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph (d) (3) (i) (a) 
of this section; $4.00 for each package 
in the samples submitted in accordance 
with paragraph (d) (3) (ii) and (iii) 
of this section; $10.00 for all containers 
submitted in accordance with paragraph 

(d) (3) (i) (b) of this section. 

(2) If the Commissioner considers that 
investigations, other than examination 
of such immediate containers, are nec¬ 
essary to determine whether or not such 
batch complies with the requirements of 
§ 146.3 of this chapter for the issuance 
of a certificate, the cost of such investi¬ 
gations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§ 146d.308 .Chloramphenicol otic; chlor¬ 
amphenicol topical. 

(a) Standards of identity, strength , 
quality, and purity. Chloramphenicol 
otic and chloramphenicol topical is 
chloramphenicol, with or without ethyl 
aminobenzoate, in a suitable and harm¬ 
less vehicle. The potency of the solution 
is not less than 5 milligrams per mil¬ 
liliter. Its moisture content is not more 
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^han 2 percent. Its pH is not less than 
4 and not more than 8. The chloram¬ 
phenicol used conforms to the require¬ 
ments of § 146d.301(a), except subpara¬ 
graphs (2), (3), (4), and (5) of that 
paragraph. Each other ingredient used, 
if its name is recognized in the U.S.P. or 
N F., conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(b) Packaging. Each immediate con¬ 
tainer shall be a tight container as de¬ 
fined by the U. S. P. and shall be of such 
composition as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 

^changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. 

(c) Labeling— (1) It is packaged for 
dispensing and intended for use by man. 

In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 

)of the act), each package shall bear on 
' the outside wrapper or container and the 
immediate container the following: 

(1) The statement “Expiration date 

_the blank being filled in 

with the date that is 12 months after the 
month during which the batch was 
certified. 

f (ii) The statement “Warning—For 
external use only.” 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara- 

, graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
s warnings adequate for the veterinary use 
I of the drug by the laity. 

1 (2) On the outside wrapper or con- 

I tainer, if it is packaged for dispensing 
i and it is intended for use by man, a refer¬ 
ence specifically identifying a readily 
available medical publication containing 
information (including contraindica¬ 
tions and possible sensitization) ade¬ 
quate for the use of such drug by practi¬ 
tioners licensed by law to administer it; 
or a reference to a brochure or other 
printed matter containing such informa¬ 
tion, and a statement that such brochure 
or other printed matter will be sent on 
request: Provided, however. That this 
reference may be omitted if the infor¬ 
mation is contained in a circular or other 
labeling within or attached to the pack¬ 
age. 

(3) On the circular or other labeling 
within or attached to the package, if it is 
packaged for dispensing and it is intend¬ 
ed solely for veterinary use and is con¬ 
spicuously so labeled, adequate directions 
and warnings for the veterinary use of 
such drug by the laity. 

(d) Request for certification; samples . 

(1) In addition to complying with the 
requirements of § 146.2 of this chap¬ 
ter, a person who requests certifi¬ 
cation of a batch shall submit with 
his request a statement showing the 
batch mark, the number of packages 
of each size in such batch the batch 


mark, and (unless it was previously 
submitted) the date on which the latest 
assay of the chloramphenicol used in 
making the batch was completed, the 
number of milligrams of chloramphen¬ 
icol in each milliliter, of the batch, the 
date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted, the quantity of each other in¬ 
gredient used in making the batch, and 
a statement that each such ingredient 
conforms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch; potency, moisture, and 
pH. 

(ii) The chloramphenicol used in 
making the batch; potency, pH, specific 
rotation, melting point, and absorptivity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch; one immediate con¬ 
tainer for each 5,000 immediate con¬ 
tainers in the batch, but in no case less 
than 20 immediate containers, collected 
by taking single immediate containers, 
before or after labeling, at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The chloramphenicol used in 
making the batch; 10 packages, each 
containing approximately equal portions 
of not less than 300 milligrams, pack¬ 
aged in accordance with the require¬ 
ments of § 146d.301 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 5.0 
grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously sub¬ 
mitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $1.00 for each immediate con¬ 
tainer in the sample submitted in accord¬ 
ance with paragraph (d) (3) (i) of this 
section; $4.00 for each package in the 
samples submitted in accordance with 
paragraph (d) (3) (ii) and (iii) of this 
section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 
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is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 


The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification, unless such fee 


§ 146d.309 Chloramphenicol-streptomy¬ 
cin capsules; chloramphenicol-dihy¬ 
drostreptomycin capsules. 

(a) Chloramphenicol - streptomycin 
capsules and chloramphenicol-dihydro- 
streptomycin capsules conform to all re¬ 
quirements prescribed by § 146d.302 for 
chloramphenicol capsules, and are sub¬ 
ject to all procedures prescribed by 
§ 146d.302 for chloramphenicol capsules, 
except that: 

(1) Each capsule contains not less 
than 125 milligrams of chloramphenicol. 

(2) Each capsule contains not less than 
125 milligrams of streptomycin or dihy¬ 
drostreptomycin. The streptomycin used 
conforms to the standards prescribed 
therefor by § 146b.101 (a) of this chapter, 
except § 146b.l01 (a) (2), (4), and (5). 
The dihydrostreptomycin used conforms 
to the standards prescribed therefor by 
§ 146b.l03 of this chapter, except the 
standards for sterility, pyrogens, and 
histamine content. 

(3) Its moisture content is not more 

than 5 percent. „ . . Q 

(4) Its expiration date shall be 48 
months after the month during which 
the batch was certified. 

(5) In addition to complying with the 
requirements of § 146d.302 (d), a person 
who requests certification of a batch shall 
submit with his request a statement 
showing the batch mark and (un¬ 
less it was previously submitted) the re¬ 
sults and the date of the latest tests and 
assays of the streptomycin or dihydro¬ 
streptomycin used in making the batch 
for potency, toxicity, moisture, pH, 
streptomycin content if it is dihydro- 
streptomycin, and crystallinity if it is 
crystalline dihydrostreptomycin sulfate. 
He shall also submit in connection with 
his request (unless it was previously 
submitted) a sample consisting of 5 
packages each containing approximately 
equal portions of not less than 500 milli¬ 
grams of the streptomycin or dihydro¬ 
streptomycin used in making the batch, 
packaged in accordance with the re¬ 
quirements of § 146b.101(b) of this 

chapter. . . . 

(b) The fees for the services rendered 
with respect to the samples submitted 
in accordance with the requirements of 
paragraph (a) (5) of this section shall 

^(1) $1.00 for each capsule submitted. 

(2) $4.00 for each immediate con¬ 
tainer of the streptomycin or dihydro¬ 
streptomycin submitted. 

§ 146d.310 Chloramphenicol tablets. 

Chloramphenicol tablets are tablets 
that conform to all requirements and 
are subject to all procedures prescribed 
by § 146d.302 for chloramphenicol cap¬ 
sules, except that the expiration date of 
such tablets shall be 24 months after 
the month during which the batch was 
certified. In addition to the require¬ 
ments prescribed by § 146d.302, tablets 
not exceeding 15 millimeters in diameter, 
or not intended only for preparing solu¬ 
tions, shall disintegrate within 1 hour. 
A person who requests certification shall 
submit for disintegration-time studies 
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results of this test made by him and a 
sample of 6 tablets. The fee for the 
tablets submitted for the disintegration¬ 
time studies shall be $3.00. 

§ 146d.311 Chloramphenicol palmitate- 
streptomycin oral suspension; chlor¬ 
amphenicol palmitate-dihydrostrep- 
tomycin oral suspension. 

Chloramphenicol palmitate-streptomy- 
cin oral suspension and chlorampheni¬ 
col palmitate-dihydrostreptomycin oral 
suspension conform to all requirements 
and are subject to all procedures pre¬ 
scribed by § 146d.306 for chlorampheni¬ 
col palmitate oral suspension, except 
that: 

(a) It contains not less than 30 milli¬ 
grams of streptomycin or dihydrostrep¬ 
tomycin per milliliter. The streptomycin 
used conforms to the standards pre¬ 
scribed by § 146b.101 (a) of this chapter, 
except § 146b.l01 (a) (2), (4), (5), and 

(6). The dihydrostreptomycin used con¬ 
forms to the standards prescribed there¬ 
for by § 146b. 103 of this chapter, except 
the standards for sterility, pyrogens, 
moisture, and histamine content. 

(b) Its expiration date shall be 48 
months after the month during which 
the batch was certified. 

(c) In addition to complying with the 
requirements of § 146d.306 (d), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the batch ma^k and (unless 
they were previously submitted) the re¬ 
sults and date of the latest tests and 
assays of the streptomycin or dihydro¬ 
streptomycin used in making the batch 
for potency, toxicity, pH, streptomycin 
content if it is dihydrostreptomycin, and 
crystallinity if it is crystalline dihydro¬ 
streptomycin. He shall also submit in 
connection with his request a sample 
consisting of not less than 6 packages of 
the batch and (unless it was previously 
submitted) a sample consisting of not 
less than 5 packages containing approxi¬ 
mately equal portions of not less than 
0.5 gram each of the streptomycin or di¬ 
hydrostreptomycin used in making the 
batch, packaged in accordance with the 
requirements of § 146b.l01(b) of this 
chapter. 

(d) The fees for the services rendered 
with respect to the samples submitted 
in accordance with the requirements of 
this section shall be: 

(1) $5.00 for each immediate con¬ 
tainer of the batch. 

(2) $4.00 for each immediate con¬ 
tainer of streptomycin or dihydrostrep¬ 
tomycin. 

§ 146(1.312 Chloramphenicol-neomycin 
ointment. 

Chloramphenicol-neomycin ointment 
conforms to all requirements and is sub¬ 
ject to all procedures prescribed by 
§ 146d.303 for chloramphenicol in an 
oily base ointment, except that: 

(a) It contains not less than 3.50 mil¬ 
ligrams of neomycin per gram. The 
neomycin used conforms to the require¬ 
ments prescribed for neomycin by 
§ 146e.410 (a) (2) of this chapter, except 
the standard for toxicity. 

(b) Its moisture content is not more 
than 1 percent. 


(c) In lieu of the labeling prescribed 
by § 146d.303(c) (1) (i), each package 
shall bear on the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date_ 

the blank being filled in with the date 
that is 24 months after the month dur¬ 
ing which the batch was certified. 

(d) In addition to complying with the 
requirements of § 146d.303 (d), a per¬ 
son requesting certification of a batch 
shall submit with his request a state¬ 
ment showing the number of milligrams 
of chloramphenicol and the number of 
milligrams of neomycin in each gram of 
ointment, the batch mark, and (unless 
previously submitted) the results and the 
date of the latest tests and assays of the 
neomycin used in making the batch for 
potency, moisture and pH. He shall also 
submit in connection with his request a 
sample consisting of not less than G 
packages of the ointment and (unless it 
was previously submitted) a sample con¬ 
sisting of 5 packages containing approxi¬ 
mately equal portions of not less than 0.5 
gram each of the neomycin used in mak¬ 
ing the batch. 

(e) The fee for the services rendered 
with respect to each immediate container 
in the sample of neomycin submitted in 
accordance with the requirements pre¬ 
scribed therefor by this section shall be 
$4.00. 

§ 146(1.313 Chloramphenicol-polymyxin 
ointment. 

Chloramphenicol-polymyxin ointment 
conforms to all requirements and is sub¬ 
ject to all procedures prescribed by 
§ 146d.303 for chloramphenicol oint¬ 
ment, except that: 

(a) It contains not less than 5,000 
units of polymyxin B per gram. The 
polymyxin B used conforms to the re¬ 
quirements prescribed for polymyxin B 
by § 146b.107 (a) of this chapter. 

(b) In lieu of the labeling prescribed 
by § 146d.303(c)(l)(i), each package 
shall contain on the outside wrapper or 
container and the immediate con¬ 
tainer, the statement “Expiration date 

-,” the blank being filled in 

with the date that is 24 months after 
the month during which the batch was 
certified, except that the blank may be 
filled in with the date that is 36 months 
after the month during which the batch 
was certified if the person who requests 
certification has submitted to the Com¬ 
missioner results of tests and assays 
showing that after having been stored 
for such period of time such drug as pre¬ 
pared by him complies with the stand¬ 
ards prescribed by this section; Provided, 
however, That such expiration date may 
be omitted from the immediate con¬ 
tainer if it contains a single dose and it 
is packaged in an individual wrapper or 
container. 

(c) In addition to complying with the 
requirements of § 146d.303 (d), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the batch mark and (unless pre¬ 
viously submitted) the results and date 
of the latest tests and assays of the poly¬ 
myxin used in making the batch for 
potency and toxicity. He shall also sub¬ 
mit in connection with his request a 


sample consisting of not less than 6 * » 
packages of ointment and (unless it was ft 
previously submitted) a sample consist- * 
ing of 5 packages containing approxi- a 
mately equal portions of not less than J 
0.5 gram each of the polymyxin used in ' 
making the batch. 1 

(d) The fees for the services rendered 

with respect to the samples submitted in s 
accordance with the requirements of 1 
paragraph (c) (3) of this section shall J 
be: ( 

( 1 ) $5.00 for each tube of ointment. * 

(2) $4.00 for each immediate con-i* 

tainer of the polymyxin used in making 1 
the batch. J 

§ 146d.314 Chloramphenicol sodium ! 
succinate. 

(a) Standards of identity, strength, '< 

quality, and purity . Chloramphenicol ] 
sodium succinate is the light-yellow, 1 
water-soluble, ethanol-insoluble crystal- f i 
line sodium salt of the 3-monosuccinate ' 
ester of chloramphenicol. It is so puri¬ 
fied and dried that: J 

(1) Its potency is not less than 650 fig. 

per milligram. t> 

(2) It is sterile. j 

(3) It is nontoxic. | 

(4) It is nonpyrogenic. I 

(5) It contains no histamine nor his- i 
tamine-like substances. 

(6) Its moisture content is not more 
than 5.0 percent. 

(7) The pH of an aqueous solution 
containing 200 milligrams per milliliter 
is not less than 6.4 and not more than 
7.0. 

(8) Its specific rotation in an aqueous 
solution containing 50 milligrams per 
milliliter at 25° C. is +6.5° ±1.5°. J ' 

(b) Packaging; labeling; request for 
certification, samples; fees. Chloram- * * 
phenicol sodium succinate conforms to ' 
all requirements and procedures pre- \ 
scribed for chloramphenicol by § 146d.301 
(b), (c), (d), and (e), except that: 

(1) The expiration date shall be the 
date that is 36 months after the month 
during which the batch was certified. 

(2) The request for certification shall 
be accompanied or followed by the re¬ 
sults of tests and assays of the batch for. 
potency, sterility, toxicity, pyrogens, his¬ 
tamine, moisture, pH, and specific ro- } 
tation. 

(3) When a batch is packaged for 
repacking or for use as an ingredient in 
the manufacture of another drug, each 
package submitted for sterility testing 
shall contain approximately 500 milli¬ 
grams of the drug in lieu of 40 milli- 1 
grams. 

§ 146d.315 Chloramphenicol sodium * 
succinate for aqueous injection. 1 

(a) Standards of identity, strength, 
quality, and purity . Chloramphenicol ^ 
sodium succinate for aqueous injection 
is a dry mixture of chloramphenicol so¬ 
dium succinate and one or more suitable 
and harmless buffer substances and pre- \ 

servatives. It is so purified that: 

(1) It is sterile. \ 

(2) It is nontoxic. 

(3) It is nonpyrogenic. « 

(4) It contains no histamine nor his- 1 
tamine-like substances. 
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f ( 5 > its moisture content is not more 
than 5 percent. 

(6) The pH of a solution prepared as 
directed in its labeling is not less than 
6.4 and not more than 7.0. 

The chloramphenicol sodium succinate 
•ased conforms to the requirements pre¬ 
scribed by § 146d.314(a), except that it 
is exempt from the requirements of 
j 146d.314(a) (2) and (4) when the 

chloramphenicol sodium succinate for 
aqueous injection, in which it is used, has 
,been rendered sterile and pyrogen-free. 
Each other ingredient used, if its name 
is recognized in the U.S.P. or NT 1 ., con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

(b) Packaging ; labeling; request for 
' certification, samples ; fees . Chloram¬ 
phenicol sodium succinate for aqueous 
injection conforms to the requirements 
1 and procedures prescribed by § 146d.307 
'(b), (c), (d), and (e) for chlorampheni¬ 
col for aqueous injection, except that: 

(1) The expiration date of the drug 
shall be 36 months. 

) (2) in lieu of the requirements speci¬ 
fied by § 146d.307 (d)(2), a person who 
requests certification of a batch shall 
' submit in connection with his request re¬ 
sults of tests and assays listed after each 
of the following, made by him on an ac¬ 
curately representative sample of: 

(i) The batch: Potency, sterility, tox¬ 
icity, pyrogens, histamine content, mois¬ 
ture, and pH. 

(ii) The chloramphenicol sodium suc¬ 
cinate used in making the batch: Potency 
and specific rotation. 

, § 146d.316 Qiloramplienicol-paromomy- 
cin ointment. 

„ Chloramphenicol-paromomycin oint- 

J ment conforms to all requirements and 
procedures prescribed by § 146d.303 for 
chloramphenicol ointment, except that: 

* (a) Each gram contains not less than 

5 milligrams of paromomycin activity, as 
the sulfate. The paromomycin used is 
the sulfate salt of a kind of paromomycin 
produced by the growth of Streptomyces 
* rimosus var. paromomycinus. It is a 
creamy-white to light-yellow powder. 
Its potency is not less than 635 micro- 
t grams per milligram on an anhydrous 
' basis. Its pH in a 3 percent aqueous so¬ 
lution is not less than 5.0 and not more 
than 7.5. Its moisture content is not 
more than 5.0 percent. Its specific ro¬ 
tation in water is +50° to +55° on an 
anhydrous basis. Its ash content is not 
.more than 2.0 percent. 

\ (b) In addition to the labeling pre¬ 

scribed for chloramphenicol ointment by 
§ 146d.303, each package shall bear on its 
label and labeling the number of milli- 
f grams of paromomycin activity in each 
gram of the batch. The expiration date 
' of the drug shall be 24 months. Each 
package shall bear on a circular or other 
labeling within or attached to the pack¬ 
age adequate directions and warnings for 
use of the drug by practitioners licensed 
by law to administer it. 

(c) In addition to complying with 
§ 146d.303(d), a person who requests 
* certification of a batch shall submit with 
1 his request a statement showing the 


batch mark and (unless they were pre¬ 
viously submitted) the results and the 
date of the latest tests and assays of the 
paromomycin sulfate used in making the 
batch for potency, pH, moisture, specific 
rotation, and ash content. He shall also 
submit in connection with his request 
a sample consisting of not less than 6 
immediate containers of the batch and 
(unless it was previously submitted) a 
sample consisting of 10 packages, each 
containing approximately equal portions 
of not less than 500 milligrams of the 
paromomycin sulfate used in making the 

batch. J , 

(d) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
paragraph (c) of this section shall be: 

(1) $5.00 for each immediate con¬ 
tainer in the sample of the batch. 

(2) $5.00 for each immediate con¬ 
tainer in the sample of paromomycin 
sulfate used in making the batch. 


PART 146e—CERTIFICATION OF 

BACITRACIN AND BACITRACIN- 
CONTAINING DRUGS 

Sec. 

146e.401 Bacitracin. 

146e.402 Bacitracin ointment; zinc baci¬ 
tracin ointment. 

146e.403 Bacitracin tablets; zinc bacitracin 
tablets; bacitracin methylene di- 
salicylate tablets; bacitracin 
suppositories; zinc bacitracin 
suppositories (if they are rep¬ 
resented for vaginal use); baci¬ 
tracin implantation pellets; zinc 
bacitracin implantation peUets 
(if they are represented for use 
by implanting under the skin of 
animals). 

146e.404 Bacitracin troches; zinc bacitracin 
troches. 

146e.405 Bacitracin with vasoconstrictor; 

bacitracin with-(the blank 

being filled in with the common 
or usual name of the vasocon¬ 
strictor) . 

146e.406 Bacitracin-tyrothricin troches; 

zinc bacitracin-tyrothricin 
troches. 

146e.407 Bacitracin-tyrothricin ointment. 

146e.408 Bacitracin ophthalmic. 

146e.409 Bacitracin-polymyxin ointment; 

zinc bacitracin-polymyxin oint¬ 
ment. 

146e.410 Bacitracin-neomycin tablets; zinc 
bacitracin-neomycin tablets; 
bacitracin methylene disalicyl¬ 
ate-neomycin tablets. 

146e.411 Bacitracin-neomycin. ointment; 

zinc bacitracin-neomycin oint¬ 
ment. 

146e.412 Bacitracin-polymyxin tablets. 

146e.413 Bacitracin-neomycin troches; zinc 
bacitracin-neomycin troches. 

146e.414 Bacitracin-neomycin with vaso¬ 
constrictor; bacitracin-neomycin 

with_(the blank being filled 

in with the common or usual 
name of the vasoconstrictor). 

146e.415 Bacitracin-polymyxin troches; zinc 
bacitracin-polymyxin troches. 

146e.416 Bacitracin methylene disalicylate. 

146e.417 Powder bacitracin methylene di¬ 
salicylate and streptomycin sul¬ 
fate oral veterinary. 

146e.418 Zinc bacitracin (bacitracin zinc 
salt). 

146e.419 Bacitracin - neomycin - polymyxin 
troches; zinc bacitracin-neomy- 
cin-polymyxin troches. 


146e.420 Bacitracin - tyrothricin - neomycin 
troches; bacitracin-gramlcidin- 
neomycin troches; zinc bacitra- 
cin-tyrothricin-neomycin tro¬ 
ches; zinc bacitracin-gramicidin- 
neomycin troches. 

146e.421 Bacitracin - neomycin - polymyxin 
tablets. 

146e.422 Bacitracin - polymyxin - neomycin 
ointment. 

146e.423 Soluble bacitracin methylene di¬ 
salicylate. 

146e.424 Bacitracin - neomycin « polymyxin 
with vasoconstrictor; bacitracin- 

neomycin-polymyxin with- 

(the blank being filled in with 
the common or usual name of 
the vasoconstrictor). 

146e.425 Bacitracin powder. 

146e.426 Tablets bacitracin methylene di¬ 
salicylate and streptomycin sul¬ 
fate oral veterinary. 

146e.427 Feed grade bacitracin powder oral 
veterinary (crude bacitracin 
powder oral veterinary, unrefined 
bacitracin powder oral veteri¬ 
nary) ; feed grade zinc bacitracin 
powder oral veterinary (crude 
zinc bacitracin powder oral 
veterinary, unrefined zinc baci¬ 
tracin powder oral veterinary). 
146e.428 Capsules bacitracin methylene di- 
salicylate and streptomycin sul¬ 
fate oral veterinary. 

146e.429 Bacitracin-neomycin in oil veteri¬ 
nary. 

146e.430 Bacitracin - neomycin - polymyxin 
powder topical; zinc bacitracin- 
neomycin-polymyxin powder 
topical. 

146e.431 Feed grade manganese bacitracin 
powder oral veterinary. 

Authority: §§ 146e.401 to 146e.431 issued 
under 507, 59 Stat. 463, as amended; 21 
U.S.C. 357. 

& 146e.401 Bacitracin. 

(a) Standards of identity, strength, 
quality, and purity . Bacitracin is a white 
to brown, neutral water-soluble polypep¬ 
tide. It is so purified and dried that: 

(1) Its potency is not less than 40 units 
per milligram, except that if it is pack¬ 
aged for dispensing and it is intended for 
systemic medication its potency is not 
less than 50 units per milligram; 

(2) It is sterile. 

(3) It is nontoxic. 

(4) It is nonpyrogenic. 

(5) Its moisture content is not more 
than 5 percent. 

(6) Its pH in aqueous solution of 
10,000 units per milliliter is not less than 
5.5 and not more than 7.5. 

(7) Its ash content is not more than 
3.0 percent. 

(8) If it is intended for systemic medi¬ 
cation, its heavy metals content is not 
more than 30 parts per million. 

(b) Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P., shall 
be sterile at the time of filling and clos¬ 
ing, shall be so sealed that the contents 
cannot be used without destroying the 
seal, and shall be of such composition as 
will not cause any change in the strength, 
quality, or purity of the contents beyond 
any limit therefor in applicable stand¬ 
ards, except that minor changes so 
caused which are normal and unavoid¬ 
able in good packaging, storage, and dis¬ 
tribution practice shall be disregarded. 
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In case it is packaged for dispensing, it 
shall be in immediate containers of color¬ 
less transparent glass, closed by a sub¬ 
stance through which a hypodermic 
needle may be introduced and withdrawn 
without removing the closure or de¬ 
stroying its effectiveness; each such con¬ 
tainer shall contain not more than 60,000 
units (unless it is intended solely for 
veterinary use and is conspicuously so 
labeled) and may be packaged in combi¬ 
nation with a container of the solvent, 
water for injection U. S. P., physiological 
salt solution U. S. P., or with a container 
of an aqueous solution of a suitable 
local anesthetic. 

(c) Labeling —(1) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label or labeling, as hereinafter indi¬ 
cated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container, the 

statement “Expiration date_” 

the blank being filled in with the date 
that is 18 months after the month dur¬ 
ing which the batch was certified, except 
if it is packaged for dispensing and it is 
intended for systemic medication the 
blank shall be filled in with the date that 
is 24 months after the month during 
which the batch was certified, and ex¬ 
cept that the blank may be filled in with 
the date that is 36 months after the 
month during which the batch was cer¬ 
tified if the person who requests certifi¬ 
cation has submitted to the Commis¬ 
sioner results of tests and assays show¬ 
ing that after having been stored for 
such period of time such drug complies 
with the standards prescribed by para¬ 
graph (a) of this section. 

(ii) On the outside wrapper or con¬ 
tainer, if it is packaged for dispensing 
and it is intended for systemic medica¬ 
tion the statement “Store in refrigerator 
not above 15° C. (59° F.)” or “Store be¬ 
low 15° C. (59° F.).” 

(hi) On the circular or other labeling 
within or attached to the package, the 
conditions under which such solutions 
should be stored, including a reference to 
their instability when stored under other 
conditions; and the statement “Sterile 
solution may be kept in refrigerator for 
1 week without significant loss or 
potency.” 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with the 
requirements prescribed by subpara¬ 
graph (1) (i), (ii), and (iii) of this para¬ 
graph and with the requirements pre¬ 
scribed by § 1.106(c) of this chapter. 

(3) It is packaged solely for manufac¬ 
turing use and/or repacking. Each 
package shall bear on its outside wrapper 
or container and the immediate con¬ 
tainer the following: 

(i) The number of units of bacitracin 
per milligram or per gram and the num¬ 
ber of grams or kilograms in the im¬ 
mediate container. 

(ii) The statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription.” 
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(iii) The statement “For manufac¬ 
turing use,” “For repacking,” or “For 
manufacturing use or repacking.” 

(iv) The information required by sub- 
paragraph (1) (i) and (ii) of this 
paragraph. 

(d) Request for certification, check 
tests and assays; samples . (1) In addi¬ 
tion to complying with the requirements 
of § 146.2 of this chapter, a person 
who requests certification of a batch 
of bacitracin shall submit with his 
request a statement showing the batch 
mark, the number of packages of 
each size in' the batch, the num¬ 
ber of units in each package, and 
(unless it was previously submitted) the 
date on which the latest assay of the drug 
comprising the batch was completed. 
Such request shall be accompanied or 
followed by the results of tests and assays 
made by him on the batch for potency, 
sterility, toxicity, pyrogens, moisture, 
pH, ash content, and heavy metals. If 
such batch or any part thereof is to be 
packaged with a solvent such request 
shall also be accompanied by a statement 
that such solvent conforms to the re¬ 
quirements prescribed therefor by this 
section. 

(2) If such batch is packaged for dis¬ 
pensing, such person shall submit with 
his request an accurately representative 
sample of the batch, consisting of the 
following: 

(i) For all tests except sterility, one 
immediate container for each 5,000 im¬ 
mediate containers in such batch, but in 
no case less than six immediate con¬ 
tainers. If a sample of such batch has 
not been previously submitted in accord¬ 
ance with subparagraph (3) or (4) of 
this paragraph, such person shall also 
submit one additional package contain¬ 
ing 1.0 gram of the batch. 

(ii) For sterility testing; 10 immedi¬ 
ate containers. 

# 

Such samples shall be collected by taking 
single immediate containers at such in¬ 
tervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(3) If such batch is packaged for re¬ 
packing or for use as an ingredient in 
the manufacture of another drug, such 
person shall submit with his request an 
accurately representative sample of the 
batch, consisting of the following: 

(i) For all tests except sterility; 6 
packages. 

(ii) For sterility testing; 10 packages. 

Each such package shall contain ap¬ 
proximately 0.5 gram, taken from a dif¬ 
ferent part of such batch, and each shall 
be packaged in accordance with the re¬ 
quirements of paragraph (b) of this 
section. 

(4) In connection with contemplated 
requests for certification of repacked 
batches or batches of another drug in 
the manufacture of which it is to be used, 
the manufacturer of a batch which is to 
be so repacked or used may request the 
Commissioner to make check tests and 
assays on a sample of such batch, taken 
as prescribed by subparagraph (3) of this 
paragraph. From the information re- 


I 

quired by subparagraph (1) of this oar J 
graph may be omitted results of tests ail P 
assays not required for the batch whJa 
used in such other drug. The Comm* 
sioner shall report to such manufacture tl 
results of such check tests and assays £1 n 
are so requested. 

(e) Fees. The fee for the services reJ9 S 
dered with respect to each batch undlr 1 
the regulations in this part shall be* HP 

(1) $4.00 for each immediate contain* 
in the samples submitted in accordant 11 
with paragraph (d) (2) (i), ( 3 ) o> ai * 

(4) of this section; $10.00 for all con 
tainers submitted in accordance wit 
paragraphs (d) (2) (ii) and (d) ( 3 ) (ii) ( 
this section. 

(2) If the Commissioner considei 
that investigations, other than examina 
tion of such immediate containers, ar 
necessary to determine whether or no 
such batch complies with the require 
ments of § 146.3 of this chapter for th 
issuance of a certificate, the cost of sue] 
investigations. 

The fee prescribed by subparagraph (1 
of this paragraph shall accompany th 
request for certification unless such fe 
is covered by an advance deposit main 
tained in accordance with § 146.8 (d) o 
this chapter. 

§ I46e.402 Bacitracin ointment; zim 
bacitracin ointment. 

(a) Standards of identity, strength 
quality, and purity. Bacitracin ointmen 
and zinc bacitracin ointment are com 
posed of bacitracin or zinc bacitracin ii 
a suitable and harmless ointment base 
or they are a powder composed of baci 
tracin or zinc bacitracin and one or mor( 
suitable and harmless diluents, dispers 
ing agents, and preservatives which 
upon the addition of the quantity 
of water recommended in its labeling 
produces an ointment. It may contain i 
suitable local anesthetic, cortisone, or i 
suitable derivative of cortisone, one or 
more suitable sulfonamides, one or more 
suitable proteolytic enzymes, and, if it 
is intended solely for veterinary use anc 
is conspicuously so labeled, one or more 
suitable antifungal agents or rotenone 
Its potency is not less than 500 units per 
gram. Its moisture content is not more 
than 1 percent, except if it is a powder 
its moisture content is not more than 5 
percent. The zinc bacitracin used con¬ 
forms to the standards prescribed there¬ 
for by § 146e.418 (a), except § 146e.418 
(a) (2). The bacitracin used conforms' 
to the standards prescribed therefor by 
§ 146e.401 (a), except § 146e.401 (a) (2), 

(3), (4), and (8). Each other substance 
used, if its name is recognized in the 
U. S. P. or N. F., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 

(b) Packaging. If it is bacitracin or 
zinc bacitracin in an ointment base it 
shall be packaged in collapsible tubes, 
which shall be well-closed containers as 
defined by the U. S. P., and which shall 
not be larger than the 2-ounce size, ex¬ 
cept if it is labeled solely for hospital 
use; but in no case shall such ointment 
be packaged in containers other than 
collapsible tubes if it is labeled for oph¬ 
thalmic use, and such tubes shall not be 








\kturday, December 29, 1962 


FEDERAL REGISTER 


13209 


„reer than the ’/a -ounce size. If it is a 
r ,wder it shall be packaged in immedi- 


tP containers of glass which meet the 
psts for tight containers as defined by 
Jr p u g p. The composition of the im¬ 
mediate container and closure shall be 
<nch as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
^changes so caused which are normal and 
er l unavoidable in good packaging, storage, 
riictvihntion practice shall be disre- 




a ( C ) Labeling— (1) It is packaged tor 
^ophthalmic use by man or it is intended 
for use by man and it contains a sulfona¬ 
mide, or cortisone, or a derivative of cor- 
_ iisone, or a proteolytic enzyme. In addi¬ 
tion to the labeling requirements pre¬ 
scribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label or labeling, as hereinafter in¬ 
dicated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container: 

(a) The statement “Expiration date 
_” the blank being filled in 

with the date that is not more than 36 
months after the month during which 
the batch was certified, except if it is 
zinc bacitracin ointment or if it contains 
one or more proteolytic enzymes, the 
blank is filled in with the date that is 
24 months after the month during which 
the batch was certified, except that the 
blank may be filled in with the date that 
is 48 months or 60 months, after the 
month during which the batch was cer¬ 
tified if the person who requests certifi¬ 
cation has submitted to the Commission¬ 
er results of tests and assays showing 
that after having been stored for such 
period of time such drug as prepared by 
him complies with the standards pre¬ 
scribed by paragraph (a) of this section. 

(b) If it is a powder, the statement 
“After the addition of water, the oint¬ 
ment may be stored in the refrigerator 
for 1 week without significant loss of 
potency.” 

(ii) If it contains in addition to baci¬ 
tracin or zinc bacitracin, one or more 
other active ingredients specified in 
paragraph (a) of this section, after the 
name “bacitracin ointment,” wherever 
such name appears, the words “with 

_in juxtaposition with such 

name, the blank being filled in with the 
common or usual name of each such 
other ingredient. 

(2) It is intended for use by man, it 
is not packaged for ophthalmic use and 
it does not contain a sulfonamide, or cor¬ 
tisone, or a derivative of cortisone, or a 
vroteolytic enzyme. Its label and label¬ 
ing shall comply with the requirements 
of subparagraph (1) of this paragraph, 
except that in lieu of the statement 
“Caution : Federal law prohibits dispens¬ 
ing without prescription,” the labeling of 
each package shall bear information that 
the drug is for use only in the preven¬ 
tion of infections in minor cuts and ab¬ 
rasions and a statement that use of the 
drug should be discontinued and a physi¬ 


cian consulted if signs of infection or 
irritation appear. 

(3) It is packaged for dispensing, it 
contains 9 a-fluorohydrocortisone ( fludro - 
cortiscme) and it is intended solely for 
veterinary use. Its label and labeling 
shall comply with the requirements of 
§ 1.106(c) of this chapter (regulations 
issued under section 502(f) of the act) 
and with the requirements of subpara¬ 
graph (1) of this paragraph. 

(4) It is packaged for dispensing, it 
does not contain 9 a-fluorohydrocortisone 
( fludrocortisone) and it is intended 
solely for veterinary use. Its label and 
labeling shall comply with the require¬ 
ments of subparagraph (3) of this para¬ 
graph, except that in lieu of the state¬ 
ment “Caution: Federal law restricts 
this drug to sale by or on the order of 
a licensed veterinarian” each package 
shall include information containing 
directions and warnings adequate for 
the veterinary use of the drug by the 
laity. 

(d) Requests for certification; 
samples. (1) In addition to complying 
with the requirements of § 146.2 of 
this chapter, a person who requests cer¬ 
tification of a batch shall sumbit with 
his request a statement showing the 
batch mark, the number of packages of 
each size in such batch, the batch mark 
and (unless it was previously submitted) 
the date on which the latest assay of the 
bacitracin or zinc bacitracin used in 
making such batch was completed, the 
quantity of each ingredient used in mak¬ 
ing the batch, the date on which the 
latest assay of the drug comprising such 
batch was completed, and that each 
component of the ointment base used 
conforms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch; potency and moisture. 

(ii) The bacitracin or zinc bacitracin 
used in making the batch: potency, 
moisture, pH, ash content if it is baci¬ 
tracin, and zinc content if it is zinc 
bacitracin. “ 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch; one package for each 
5,000 packages in the batch, but in no 
case less than 5 packages, collected by 
taking single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The bacitracin used in making 
the batch; six packages, each contain¬ 
ing approximately equal portions of hot 
less than 500 milligrams, packaged in ac¬ 
cordance with the requirements of 
§ 146e.401 (b). 


(iii) The zinc bacitracin used in mak¬ 
ing the batch; 5 packages, each contain¬ 
ing approximately equal portions of not 
less than 1.0 gram, packaged in 
accordance with the requirements of 
§ 146e.418 (b). 

(iv) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each containing approximately 200 
grams, except if cortisone or a derivative 
of cortisone is used, such package shall 
contain approximately 100 milligrams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) or (iii) of this paragraph, is 
required if such result or sample has 
been previously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $4.00 for each package in the sam¬ 
ples submitted in accordance with par¬ 
agraph (d) (3) (i), (ii), (in), and (iv) 
of this section; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of 
§ 146.3 of this chapter for the issuance 
of a certificate, the cost of such inves¬ 
tigations. 


The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

(f) Exemption of bacitracin ointment 
and zinc bacitracin ointment from cer¬ 
tification. Bacitracin ointment and zinc 
bacitracin ointment shall be exempt from 
the requirements of sections 502(1) and 
507 of the act if it complies with all the 
following conditions: 

(1) It conforms to the standards of 
identity, strength, quality, and purity 
prescribed by paragraph (a) of this 
section. 

(2) It does not contain an antifungal 
agent, or rotenone, or cortisone, or a 
derivative of cortisone, or a proteolytic 
enzyme. 

(3) It is not the powder preparation 
decribed in paragraph (a) of this section. 

(4) It conforms to the packaging and 
labeling requirements prescribed by this 
section. 

(5) The labels bear an expiration date 
that is 36 months, if it is bacitracin oint¬ 
ment, or 24 months, if it is zinc baci¬ 
tracin ointment, after the month during 
which the batch was last assayed and re¬ 
leased by the manufacturer, except that 
the date that is 48 months or 60 months 
may be used if the manufacturer has 
submitted to the Commissioner results 
of tests and assays showing that after 
having been stored for such period of 
time such drug as prepared by him 
complies with the standards prescribed 
therefor by paragraph (a) of this section. 
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RULES AND REGULATIONS 


§ 146e.403 Bacitracin tablets; zinc baci¬ 
tracin tablets; bacitracin methylene 
disalicylate tablets; bacitracin sup¬ 
positories; zinc bacitracin supposi¬ 
tories (if they are represented for 
vaginal use) ; bacitracin implantation 
pellets; zinc bacitracin implantation 
pellets (if they are represented for 
use by implanting under the skin of 
animals). 


(a) Standards of identity, strength, 
quality, and purity. Bacitracin tablets, 
zinc bacitracin tablets, and bacitracin 
methylene disalicylate tablets are tablets 
composed of bacitracin, zinc bacitracin, 
or bacitracin methylene disalicylate, 
with or without kaolin and pectin and 
with or without one or more suitable and 
harmless buffer substances, diluents, 
binders, lubricants, colorings, and flavor¬ 
ings, and with or without a suitable 
amebicidal agent. The potency of each 
tablet is not less than 1,000 units nor 
more than 10,000 units. Its moisture 
content is not more than 5 percent. 
Tablets not exceeding 15 millimeters in 
diameter, or not intended only for pre¬ 
paring solutions, shall disintegrate within 
1 hour. The bacitracin used conforms 
to the standards prescribed therefor by 
§ 146e.401(a), except § 146e.401(a) (2), 
(4), and (8). The zinc bacitracin used 
conforms to the requirements of § 146e.- 
418(a). The bacitracin methylene di¬ 
salicylate used conforms to the require¬ 
ments of § 146e.416(a). Each other sub¬ 
stance used, if its name is recognized 
in the U.S.P. or N.F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(b) Packaging. Unless each tablet is 
enclosed in a foil or plastic film and such 
enclosure is a tight container as defined 
by the U. S. P., except the provision that 
it shall be capable of tight reclosure, the 
immediate container shall be a tight con¬ 
tainer as so defined. The immediate 
container may also contain a desiccant 
separated from the tablets by a plug of 
cotton or other like material. The com¬ 
position of the immediate container, or 
of the foil or film enclosure, shall be 
such as will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in appli¬ 
cable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. 

(c) Labeling —(1) it is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label and labeling, as hereinafter 
indicated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container the 

statement “Expiration date_ ” 

the blank being filled in with the date 
that is 12 months after the month during 
which the batch was certified, except 
that the blank may be filled in with the 
date that is 18 months, 24 months, 36 
months, or 48 months after the month 
during which the batch was certified if 
the person who requests certification has 
submitted to the Commissioner results of 
tests and assays showing that after hav¬ 


ing been stored for such period of time 
such drug as prepared by him complies 
with the standards prescribed by para¬ 
graph (a) of this section. 

(ii) If it contains an amebicidal agent, 
kaolin, or pectin, after the name “baci¬ 
tracin tablets,” “zinc bacitracin tablets,” 
or “bacitracin methylene disalicylate 
tablets,” wherever it appears, the words 

“with-,” in juxtaposition with 

such name, the blank being filled in with 
the common or usual name of each such 
ingredient used. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary 
use of the drug by the laity. 

(d) Requests for certification; samples. 

(1) In addition to complying with 
the requirements of § 146.2 of this 
chapter, a person who requests certifi¬ 
cation of a batch shall submit with his 
request a statement showing the batch 
mark, the number of packages of each 
size in such batch, the batch mark and 
(unless it was previously submitted) the 
date on which the latest assay of the 
bacitracin, zinc bacitracin, or bacitracin 
methylene disalicylate used in making 
such batch was completed, the number 
of units in each tablet, the quantity of 
each ingredient used in making the 
batch, the date on which the latest assay 
of the drug comprising such batch was 
completed, and a statement that each 
ingredient used in making the batch con¬ 
forms to the requirements prescribed 
therefor, if any, by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and assays 
listed after each of the following, made 
by him on an accurately representative 
sample of: 

(i) The batch: Average potency per 
tablet, average moisture, and if required 
by paragraph (a) of this section, dis¬ 
integration time. 

(ii) The bacitracin, zinc bacitracin, or 
bacitracin methylene disalicylate used in 
making the batch; potency, toxicity, 
moisture, pH, ash content if it is baci¬ 
tracin, and zinc content if it is zinc 
bacitracin. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For potency and moisture: One 
tablet for each 5,000 tablets in the batch 
but in no case less than 30 tablets, col¬ 
lected by taking single tablets through¬ 
out the entire time of tableting so that 
the quantities tableted during the inter¬ 
vals are approximately equal. 

(5) For disintegration time: 6 tablets. 

(ii) The bacitracin used in making the 
batch; six packages, each containing ap¬ 
proximately equal portions of not less 
than 500 milligrams each, packaged in 


accordance with the requirement. 

5146e.401 (b). ents o: 

(iii) The zinc bacitracin used in mat 
ing the batch; 6 packages, each wS 
tammg approximately equal portions “l 
not less than 1.0 gram, packaged ir 

U4 0 6 r e 4 a i n 8 e (bh th thG reqUireme ^ 3 

(iv) The bacitracin methylene 
salicylate used in making the batch* i 
packages containing approximately 
equal portions of not less than 5 grams 
each, packaged in accordance with th l 
requirements of § 146e.416 (b). 

case an request for 
certification, each other substance used 
in making the batch; 1 package of each 
containing approximately 5 grams 

(4) No result referred to in subpara¬ 
graph ( 2 ) (ii) 0 f this paragraph an d 
no sample referred to in subparagraph 

(3) (ii), (iii), or (iv) of this paragraph 
is reqmred if such result or sample has 
been previously submitted. a 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
th ® relations in this part shall be: 

(1) $0.75 fon each tablet in the sample 

accordance with paragraph 

(1) (a) section ; $3.00 for all 

tablets submitted in accordance with 

L a n a / r , aph (d) (3) (i) (b) of this section* 
$4 00 for each package in the samples 
submitted in accordance with paragranh 
(d)(3) (ii), (iii), (i V)> and (v) of thi 
section. 

(2) If the Commissioner considers that 
investigations, other than examination 
of such tablets and packages, are nec¬ 
essary to determine whether or not such 
batch complies with the requirements 
of § 146.3 of this chapter for the issu¬ 
ance of a certificate, the cost of such 
investigations. 


T i 1 ?i^ ee prescrib ed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main- 
tamed in accordance with § 146.8 (d) 
of this chapter. 


§ 146e.404 Bacitracin troches; zinc baci¬ 
tracin troches. 


(a) Standards of identity, strength, 
quality, and purity. Bacitracin troches 
and zinc bacitracin troches are 'troches 
composed of bacitracin or zinc bacitracin, 
with or without ethyl aminobenzoate and 
with or without one or more suitable and 
harmless diluents, binders, lubricants, 
colorings, and flavorings. The potency 
of each troche is not less than 500 units. 
Its moisture content is not more than 5 
percent. The bacitracin used conforms 
to the standards prescribed therefor by 
§146e.401(a), except § 146e.401(a) (2), 
(4), and (8). The zinc bacitracin used 
conforms to the requirements of § 146e.- 
418 (a). Each other substance used, if its 
name is recognized in the U. S. P. or 
N. F., conforms to the standards pre¬ 
scribed therefor by such official compen¬ 
dium. 

(b) Packaging. Unless each troche 
is enclosed in foil or plastic film 
and such enclosure is a tight container 
as defined by the U.S.P., except the pro¬ 
vision that it shall be capable of tight 
reclosure, the immediate container shall 
be a tight container as so defined. The 
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immediate container may also contain a 
Tsiccant separated from the troches by 
folug of cotton or other like material. 

The composition of the immediate con¬ 
tainer or foil or film enclosure, shall be 
Kch as will not cause any change in the 
Strength, quality, or purity of the con¬ 
tents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre- 

ga (c) Gd Labeling . Each package of tro¬ 
ches shall bear, on its label or labeling as 
hereinafter indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark; 

(ii) The number of units of bacitra¬ 
cin or zinc bacitracin and if it contains 
ethyl aminobenzoate, the quantity of 
such ingredient in each troche of the 

batch; and . 

(iii) The statement “Expiration date 
the blank being filled in with 

the date that is 12 months after the 
month during which the batch was cer¬ 
tified, except that the blank may be filled 
in with the date that is 18 months, 24 
months, 36 months, 48 months, or 60 
months after the month during which 
the batch was certified if the person who 
requests certification has submitted to 
the Commissioner results of tests and 
assays showing that after having been 
stored for such period of time such drug 
as prepared by him complies with the 
standards prescribed by paragraph (a) 
of this section. 

(2) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions and warnings for the 
use of such troches. Such circular or 
other labeling may also bear a statement 
that a brochure or other printed matter 
containing information for other uses of 
such troches by practitioners licensed by 
law to administer such drug will be sent 
to such practitioner upon request. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request 
a statement showing the batch mark, 
the number of packages of each size in 
such batch, the batch mark and (unless 
it was previously submitted) the date on 
which the latest assay of the bacitracin 
or zinc bacitracin used in making such 
batch was completed, the number of units 
in each troche, the quantity of each in¬ 
gredient used in making the batch, the 
date on which the latest assay of the 
troches comprising such batch was com¬ 
pleted, and a statement that each in¬ 
gredient used in making the batch con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the follow¬ 
ing, made by him on an accurately rep¬ 
resentative sample of: 

(i) The batch; average potency per 
troche and average moisture. 

(ii) The bacitracin or zinc bacitracin 
used in making the batch; potency, 
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moisture, toxicity, pH, ash content if it 
is bacitracin, and zinc content if it is 
zinc bacitracin. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch; one troche for each 
5,000 troches in the batch, but in no case 
less than 30 troches, collected by taking 
single troches at such intervals through¬ 
out the entire time the troches are being 
made, that the quantities made during 
the intervals are approximately equal. 

(ii) The bacitracin used in making the 
batch; six packages, each containing ap¬ 
proximately equal portions of not less 
than 500 milligrams, packaged in ac¬ 
cordance with the requirements of 
§ 146e.401 (b). 

(iii) The zinc bacitracin used in mak¬ 
ing the batch; six packages, each con¬ 
taining approximately equal portions of 
not less than 1.0 gram, packaged in ac¬ 
cordance with the requirements of 
§ 146e.418 (b). 

(iv) In case of an initial request for 
certification, each other substance used 
in making the batch; one package of 
each containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required if 
such result or sample has been pre¬ 
viously submitted. 

(e) Fees. The fee for the service 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $0.75 for each troche in the sample 
submitted in accordance with paragraph 
(d) (3) (i) of this section, $4.00 for each 
package in the samples submitted in 
accordance with paragraph (d) (3) (ii) 
and (iii) of this section; and 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such troches, are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 


§ 146e.405 Bacitracin with vasocon¬ 
strictor; bacitracin with- 

(the blank being filled in with the 
common or usual name of the vaso¬ 
constrictor). 

(a) Standards of identity, strength, 
quality , and purity. Bacitracin with 
vasoconstrictor is a dry mixture of baci¬ 
tracin and a suitable vasoconstrictor, 
with or without suitable and harmless 
buffer substances, preservatives, color¬ 
ings, and flavorings, or it is a packaged 
combination of one immediate container 
of bacitracin and one immediate con¬ 
tainer of a solution of a suitable vasocon¬ 
strictor, with or without suitable and 
harmless buffer substances, preservatives, 
colorings, and flavorings. The bacitracin 
is of such quantity that when dissolved as 
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directed the potency of such solution is 
not less than 200 units per milliliter, and 
maintains its labeled potency after it has 
been kept for 7 days at room tempera¬ 
ture. Such solution is isotonic, and has a 
pH of 6.0, ± 0.5. The moisture content of 
the dry mixture of bacitracin with vaso¬ 
constrictor is not more than 5 percent. 
The bacitracin used conforms to the re¬ 
quirements of § 146e.401 (a), except sub- 
paragraphs (2), (4), and (8) of that par¬ 
agraph. Each other substance used, if 
its name is recognized in the U. S. P. 
or N. F., conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(b) Packaging. Each immediate con¬ 
tainer shall be a tight container as de¬ 
fined by the U. S. P. and shall be of such 
composition as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. The immediate container of 
the dry mixture of bacitracin with vaso¬ 
constrictor may be packaged in combina¬ 
tion with an immediate container of a 
suitable diluent. 

(c) Labeling—a) It is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label and labeling, as hereinafter indi¬ 
cated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container of 
the bacitracin when it is a packaged 
combination of one immediate container 
of bacitracin and one immediate con¬ 
tainer of a vasoconstrictor, the statement 

“Expiration date- ” the blank 

being filled in with the date that is 18 
months after the month during which 
the batch was certified; if it is the dry 
mixture of bacitracin with vasoconstric¬ 
tor, the statement “Expiration date 

_” the blank being filled in with 

the date that is 12 months after the 
month during which the batch was certi¬ 
fied, except that the blank may be filled 
in with the date that is 24 months, 36 
months, or 48 months after the month 
during which the batch was certified if 
the person who requests certification has 
submitted to the Commissioner results 
of tests and assays showing that such 
drug as prepared by him is stable for 
such period of time. 

(ii) On the outside wrapper or con¬ 
tainer and on the immediate container of 
the solution in the combination: 

(a) A statement giving the method of 
dissolving the bacitracin and, if it is not 
a packaged combination, a statement 
that distilled water should be used. 

(b) The conditions under which the 
solution should be stored, including a 
reference to its instability when stored 
under other conditions, and a statement 
“The solution may be kept at room tem¬ 
perature for 1 week without significant 
loss of potency.” 

(c) The statement “Warning— Not for 
injection.” 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
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label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription,” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Request for certification; samples . 

(1) In addition to complying with the 
requirements of § 146.2 of this chap¬ 
ter, a person who requests certifi¬ 
cation of a batch of bacitracin with 
vasoconstrictor shall submit with his 
request a statement showing the 
batch mark, the number of pack¬ 
ages in such batch, the number of units 
in each immediate container, and (unless 
it was previously submitted) the date on 
which the latest assay of the bacitracin 
included in such batch was completed, 
the quantity of each ingredient used in 
making the batch of the dry mixture 
of bacitracin with vasoconstrictor, the 
quantity of each ingredient used in mak¬ 
ing the solution included in the pack¬ 
aged combination, and a statement that 
such solution conforms to the require¬ 
ments prescribed therefor by this sec¬ 
tion. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request results of the tests and as¬ 
says listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The bacitracin included in the 
packaged combination and the bacitracin 
used in making the batch of the dry 
mixture of bacitracin with vasoconstric¬ 
tor; potency, toxicity, moisture, pH and 
ash content. 

(ii) The solution after the bacitracin 
has been dissolved therein; potency. 

(iii) The batch of the dry mixture of 
bacitracin with vasoconstrictor; po¬ 
tency and moisture. 

(3) Except as otherwise provided in 
subparagraph (4) of this paragraph, such 
person shall submit in connection with 
his request, in the quantities hereinafter 
indicated, accurately representative 
samples of the following: 

(i) The batch: 

(a) If it contains only bacitracin and 
the bacitracin used has been previously 
submitted, or it contains bacitracin and 
other ingredients; one immediate con¬ 
tainer for each 5,000 immediate con¬ 
tainers in the batch, but in no case less 
than 5 immediate containers. 

(b) If it contains only bacitracin and 
the bacitracin used has not been previ¬ 
ously submitted; one immediate con¬ 
tainer for each 5,000 immediate contain¬ 
ers in the batch, but in no case less 
than 12 immediate containers. 

Such sample shall be collected by tak¬ 
ing single immediate containers at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The bacitracin used in making 
the batch of the dry mixture of baci¬ 
tracin with vasoconstrictor; six pack¬ 
ages, each containing approximately 
equal portions of not less than 500 milli- 
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grams each, packaged in accordance 
with the requirements of § 146e.401 (b). 

(iii) In case of an initial request for 
certification of a batch of a dry mixture 
of bacitracin with vasoconstrictor, each 
other substance used in making the 
batch; one package of each containing 
approximately 5 grams. 

(iv) In case of an initial request for 
certification of the packaged combina¬ 
tion of bacitracin with vasoconstrictor, 
or when any change is made in the com¬ 
position of such solution; five packages 
of the solution included in the combi¬ 
nation. 

(4) No result referred to in subpara¬ 
graph (2) (i) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, are required if 
such result or sample has been previ¬ 
ously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch of 
bacitracin with vasoconstrictor under the 
regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer submitted in accordance with 
paragraph (d) (3) (i), (ii), (iii), and 
(iv) of this section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of 
§ 146.3 of this chapter for the issuance 
of a certificate, the cost of such inves¬ 
tigations. 


scribed by § 146e.402 for bacitracin oint 
ment, except paragraph (f ) of that ** 
tion, and except that: 

(1) It contains not less than 0 5 milli 

gram of tyrothricin per gram of oint 
ment. 

(2) [Reserved.] 

(3) In lieu of the samples required 
§ 146e.402 (d> (3) (i), a minimum of 
packages of the batch should be sub 

(b) The fee for the services renderec 
with respect to each tube of ointment ir 
the sample submitted under the regula 
tions in this section shall be $ 5 . 00 . 

§ 146e.408 Bacitracin ophthalmic. 


The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§ 146e.406 Bacitraein-tyrothricin tro¬ 
ches ; zinc bacitraein-tyrothricin 
troches. 


(a) Bacitracin-tyrothricin troches and 
zinc bacitracin-tyrothricin troches con¬ 
form to all requirements and are sub¬ 
ject to all procedures prescribed by 
§ 146e.404 for bacitracin troches and 
zinc bacitracin troches, except that: 

(1) Each troche contains not less than 
50 units of bacitracin or zinc bacitracin. 

(2) Each troche contains not less than 
1 milligram of tyrothricin. 

(3) Each troche may be tableted with 
or without ethyl aminobenzoate. 

(b) In lieu of the directions prescribed 
for bacitracin troches and zinc bacitra¬ 
cin troches by § 146e.404 (c) (1) (ii) 
each package shall bear on the outside 
wrapper or container and the immediate 
container the number of units of baci¬ 
tracin or zinc bacitracin and the number 
of milligrams of tyrothricin and ethyl 
aminobenzoate in each troche of the 
batch. 

(c) The fee for the services rendered 
with respect to each troche in the sample 
submitted in accordance with the re¬ 
quirements of this section shall be $1.00. 

§ 146e.407 Bacitracin-tyrothricin oint¬ 
ment. 

(a) Bacitracin-tyrothricin ointment 
conforms to all requirements prescribed 
by § 146e.402 for bacitracin ointment, 
and is subject to all procedures pre- 


(a) Standards of identity, strength 
quality, and purity . Bacitracin ophthal- 
mic is bacitracin, with or without one 
more suitable and harmless preserva¬ 
tives, local anesthetics, buffer substances 
and diluents. It is sterile. Its moisture 
content is not more than 5 percent. The 
bacitracin is of such quantity that when 
dissolved as directed in its labeling the 
potency of such solution is not less than 
500 units per milliliter and maintains its 
labeled potency after it has been kept 
for 7 days at room temperature. Such 
solution has a pH of 6.5 ±0.5. The 
bacitracin used conforms to the require¬ 
ments of § 146e.401(a), except § 146e 401 
(a) (2), (4), and (8). Each other’in¬ 
gredient used, if its name is recognized in 
the U.S.P. or N.F., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 

(b) Packaging. The immediate con¬ 
tainer of bacitracin ophthalmic shall be 
a tight container as defined by the 
U. S. P.; its closure shall be one through 
which a hypodermic needle cannot be 
introduced; and the immediate con¬ 
tainer and closure shall be of such com¬ 
position as will not cause any change in 
the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused which are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be disre¬ 
garded. Each such container shall con¬ 
tain not less than 5,000 units, and each 
may be packaged in combination with a 
container of the solvent, sterile distilled 
water U. S. P. 

(c) Labeling —(1) it is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label or labeling, as hereinafter indi¬ 
cated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container: 

(a) The statement “Expiration date 

-- the blank being filled in 

with the date that is 12 months after 
the month during which the batch was 
certified. 

(5) The statement “ Warning —Not for 
injection.” 

(ii) If a local anesthetic is present, 
after the name “bacitracin ophthalmic," j 
wherever it appears, the words “with 

-(the blank being filled in with 

the common or usual name of the local 
anesthetic),” in juxtaposition with such 
name. 
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i (2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
requirements prescribed by subparagraph 

(1) of this paragraph, except that in 
lieu of the statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription” each package shall include 
information containing directions and 
warnings adequate for the veterinary use 
of the drug by the laity. 

(d) Requests for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this 
chapter, a person who requests cer¬ 
tification of a batch shall submit with 
his request a statement showing the 
batch mark, the number of pack¬ 
ages of each size in such batch, the 
batch mark and (unless it was previously 
submitted) the date on which the latest 
assay of the bacitracin used in making 
such batch was completed, the number 
of units in each immediate container, 
the date on which the latest assay of the 
drug comprising such batch was com¬ 
pleted, the quantity of each other in¬ 
gredient used in making the batch, and 
a statement that each such ingredient 
used conforms to the requirements pre¬ 
scribed therefor by this section. If such 
batch or any part thereof is to be pack¬ 
aged with a solvent, such request shall 
also be accompanied by a statement that 
such solvent conforms to the require¬ 
ments prescribed therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; potency, sterility, mois¬ 
ture, and pH of the solution prepared as 
directed in its labeling. 

(ii) The bacitracin used in making 
the batch; potency, toxicity, moisture, 
pH, and ash content. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request in the quantities here¬ 
inafter indicated accurately representa¬ 
tive samples of the following: 

(i) The batch: 

(a) For all tests except sterility; one 
immediate container for each 5,000 im¬ 
mediate containers in the batch, but in 
no case less than 5 immediate con¬ 
tainers. 

(b) For sterility testing; 10 immediate 
containers. 

Such samples shall be collected by taking 
single immediate containers at such in¬ 
tervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) The bacitracin used in making 
the batch; 6 packages, each containing 
approximately equal portions of not less 
than 500 milligrams packaged in ac¬ 
cordance with the requirements of 
§146e.401 (b). 

(iii) In case of an initial request for 
certification, each other ingredient used 
in making the batch; one package of 
each, containing approximately 5.0 

grams. 
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(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) of this paragraph, is required 
if such result or sample has been pre¬ 
viously submitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer or package in the samples sub¬ 
mitted in accordance with paragraph 
(d) (3) (i) (a), (ii), and (iii) of this 
section; $10.00 for all containers sub¬ 
mitted in accordance with paragraph 
(d) (3) (i) (b) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accoippany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8(d) of 
this chapter. 

§ 146e.409 Bacitracin-polymyxin oint¬ 
ment; zinc bacitracin-polymyxin 
ointment. 

(a) Bacitracin - polymyxin ointment 
and zinc bacitracin-polymyxin ointment 
conform to all requirements and are sub¬ 
ject to all procedures prescribed by 
§ 146e.402 for bacitracin ointment and 
zinc bacitracin ointment, except para¬ 
graph (f) of that section, and except 
that: 

(1) Its content of bacitracin or zinc 
bacitracin is not less than 200 units per 
gram. 

(2) It contains not less than 4,000 
units of polymyxin B per gram. The 
polymyxin B used conforms to the re¬ 
quirements prescribed for polymyxin B 
by § 146b.107 (a) of this chapter, except 
the standard for toxicity. 

(3) Its moisture content is not more 
than 0.5 percent. 

(4) If it is in liquid form, it shall be 
packaged in immediate containers of 
transparent glass which meet the test 
for tight containers as defined by the 
U. S. P. 

(5) Its expiration date shall be the 
date that is 12 months after the month 
during which the batch was certified, 
except that if the person who requests 
certification has submitted to the Com¬ 
missioner results of tests and assays 
showing that after having been stored 
for 18 months, 24 months, or 36 months 
at room temperature such drug as pre¬ 
pared by him complies with the stand¬ 
ards of identity, strength, quality, and 
purity prescribed for the drug, the expi¬ 
ration date blank shall be filled in with 
the date that is 18 months, 24 months, 
or 36 months after the month during 
which the batch was certified. 

(6) In addition to complying with the 
requirements of § 146e.402 (c), if it is in 
liquid form, each package shall bear on 
the outside wrapper or container and the 
immediate container, the statements 
“Shake well” and “Not for injection.” 


13213 

(7) In addition to complying with the 
requirements of § 146e.402 (d), a person 
who requests certification of a batch shall 
submit with his request a statement 
showing the batch mark and (unless it 
was previously submitted) the results 
and date of the latest tests and assays 
of the polymyxin used in making the 
batch for potency. He shall also submit 
in connection with his request a sample 
consisting of not less than 6 packages of 
ointment and (unless it was previously 
submitted) a sample consisting of 5 pack¬ 
ages containing equal portions of not less 
than 0.5 gram each of the polymyxin 
used in making the batch. 

(b) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
paragraph (a) (7) of this section shall 
be: 

(1) $ 5.00 for each tube of ointment. 

(2) $4.00 for each immediate con¬ 
tainer of the polymyxin used in making 
the batch. 

§ 146e.410 Bacitracin-neomycin tablets; 
zinc bacitracin-neomycin tablets; 
bacitracin methylene disalicylate-neo¬ 
mycin tablets. 

(a) Bacitracin-neomycin tablets, zinc 
bacitracin-neomycin tablets, and baci¬ 
tracin methylene disalicylate-neomycin 
tablets conform to all requirements and 
are subject to all procedures prescribed 
for bacitracin tablets, zinc bacitracin 
tablets, and bacitracin methylene disa¬ 
licylate tablets, except that: 

(1) Each tablet contains not less than 
2,500 units of bacitracin, zinc bacitracin, 
or bacitracin methylene disalicylate. 

(2) Each tablet contains not less than 
25 milligrams of neomycin. The neomy¬ 
cin used is produced by the growth of 
Streptomyces fradiae, has a potency of 
not less than 330 micrograms (one 
Waksman unit is equivalent to 3.3 micro¬ 
grams of the base) per milligram, is non¬ 
toxic, has a moisture content of not more 
than 8 percent, and its pH in an aqueous 
solution 33 milligrams per milliliter is 
not less than 5.0 and not more than 7.5. 

(3) [Reserved.] 

(4) In addition to complying with the 
requirements of § 146e.403 (d), a person 
who requests certification of a batch 
shall submit with his request a statement 
showing the number of units of baci¬ 
tracin, zinc bacitracin, or bacitracin me¬ 
thylene disalicylate and the number of 
milligrams of neomycin in each tablet of 
the batch, the batch mark, and (unless it 
was previously submitted) the results and 
the date of the latest tests and assays of 
the neomycin used in making the batch 
for potency, toxicity, moisture, and pH. 
He shall also submit in connection with 
his request (unless it was previously 
submitted) a sample consisting of 5 
packages containing approximately equal 
portions of not less than 0.5 gram each 
of the neomycin used in making such 
batch. 

(b) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of this 
section shall be: 

(1) $1.00 for each tablet. 

(2) $4.00 for each immediate con¬ 
tainer in the sample of neomycin sub¬ 
mitted. 
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§ 146e.411 Bacitracin-neomycin oint¬ 
ment; zinc bacitracin-neomycin oint¬ 
ment. 

(a) Bacitracin - neomycin ointment 
and zinc bacitracin-neomycin ointment 
conform to all requirements and are 
subject to all procedures prescribed by 
§ 146e.402 for bacitracin ointment and 
zinc bacitracin ointment, except para¬ 
graph (f) of that section, and except 
that: 

(1) It contains not less than 3.50 mil¬ 
ligrams of neomycin per gram. The 
neomycin used conforms to the require¬ 
ments prescribed for neomycin by 
§ 146e.410(a) (2), except the standard for 
toxicity. 

(2) Its expiration date shall be the 
date that is 12 months after the month 
during which the batch was certified, ex¬ 
cept that if the person who requests 
certification has submitted to the Com¬ 
missioner results of tests and assays 
showing that after having been stored 
for 18 months, 24 months, or 36 months 
at room temperature such drug as pre¬ 
pared by him complies with the stand¬ 
ards of identity, strength, quality, and 
purity prescribed for the drug, the ex¬ 
piration date blank shall be filled in with 
the date that is 18 months, 24 months, or 
36 months after the month during which 
the batch was certified. 

(3) In addition to complying with the 
requirements of § 146e.402 (d), a person 
requesting certification of a batch shall 
submit with his request a statement 
showing the number of units of bacitra¬ 
cin or zinc bacitracin and the number of 
milligrams of neomycin in each gram of 
ointment, the batch mark, and (unless 
it was previously submitted) the results 
and the date of the latest tests and 
assays of the neomycin used in making 
the batch for potency, moisture, and 
pH. He shall also submit in connection 
with his request a sample consisting of 
not less than 6 packages of the ointment 
and (unless it was previously submitted) 
a sample consisting of 5 packages con¬ 
taining approximately equal portions of 
not less than 0.5 gram each of the neo¬ 
mycin used in making such batch. 

(b) The fees for the services rendered 
with respect to the samples submitted in 
accordance with paragraph (a) ( 3 ) of 
this section shall be : 

(1) $5.00 for each immediate container 
of ointment. 

( 2 ) $4.00 for each immediate container 
of neomycin. 

§ 146e.412 Bacitracin-polymyxin tablets. 

(a) Bacitracin-polymyxin tablets 
conform to all requirements prescribed 
by § 146e.403 for bacitracin tablets, and 
are subject to all procedures prescribed 
by § 146e.403 for bacitracin tablets ex¬ 
cept that: 

(1) Each tablet contains not less than 
400 units of bacitracin. 

( 2 ) Each tablet contains not less than 
8,000 units of polymyxin B sulfate. The 
polymyxin B used conforms to the re¬ 
quirements prescribed for polymyxin by 
§ 146b. 107 (a) of this chapter. 

(3) [Reserved.] 

(4) In addition to complying with the 
requirements of § 146e.403 (d) a person 
who requests certification of a batch 


shall submit with his request a statement 
showing the batch mark and (unless it 
was previously submitted) the results 
and the date of the latest tests and 
assays of the polymyxin B used in mak¬ 
ing the batch for potency and toxicity. 
He shall also submit in connection with 
his request (unless it was previously sub¬ 
mitted) a sample consisting of 5 pack¬ 
ages, each containing approximately 
equal portions of not less than 0.5 gram 
of the polymyxin B used in making the 
batch. 

(b) The fees for the services rendered 
with respect to the samples submitted 
in accordance with the requirements of 
paragraph (a) (4) of this section shall 
be: 

( 1 ) $ 1.00 for each tablet. 

( 2 ) $4.00 for each immediate container 
of polymyxin. 

§ 146e.413 Bacitracin-neomycin tro¬ 
ches ; zinc bacitracin-neomycin 
troches. 

Bacitracin-neomycin troches and zinc 
bacitracin-neomycin troches conform to 
all requirements and are subject to all 
procedures prescribed by § 146e.410 for 
bacitracin-neomycin tablets, except 
that: 

(a) Each troche contains not less than 
200 units of bacitracin or zinc bacitracin. 
The zinc bacitracin used conforms to the 
requirements prescribed by § 146e.418 
(a). 

(b) Each troche contains not less than 
2.5 milligrams of neomycin. 

(c) Each troche may be tableted with 
or without one or more suitable and 
harmless local anesthetics, preservatives, 
and chemical antimicrobial agents. 

(d) In addition to the labeling pre¬ 
scribed for bacitracin-neomycin tablets, 
if it contains one or more of the ingredi¬ 
ents specified in paragraph (c) of this 
section, each package shall bear on the 
outside wrapper or container and the im¬ 
mediate container the name and quan¬ 
tity of each such ingredient in each 
troche of the batch. 

(e) If zinc bacitracin is used in the 
manufacture of the batch, the person 
who requests certification of a batch 
shall submit with his request results and 
the dates of the latest tests of the zinc 
bacitracin used in making the batch for 
potency, toxicity, moisture, pH, and zinc 
content. He shall also submit in connec¬ 
tion with his request (unless it was pre¬ 
viously submitted) a sample consisting 
of 6 packages, each containing ap¬ 
proximately 1.0 gram of the zinc baci¬ 
tracin used in making the batch. 

(f) The fee for the services rendered 
with respect to each package of the 
sample submitted in accordance with 
paragraph (e) of this section shall be 
$4.00. 

§ 146e.414 Bacitracin-neomycin with 
vasoconstrictor; bacitracin-neomycin 

with-(the blank being filled 

in with the common or usual name of 
the vasoconstrictor). 

(a) Bacitracin-neomycin with vaso¬ 
constrictor conforms to all requirements 
prescribed by § 146e.405 for bacitracin 
with vasoconstrictor and is subject to 
all procedures prescribed by § 146e.405 


for bacitracin with vasoconstrictor ex 
cept that: 

(1) When prepared as directed in its 

labeling it contains not less than 35 
milligrams of neomycin per milliliter 
The neomycin used conforms to the re¬ 
quirements prescribed for neomycin hi 
§ 146e.410 (a) (2). y 

(2) In lieu of the labeling prescribed 
by § 146e.405(c)(l)(i), each package 
shall bear on the outside wrapper or con¬ 
tainer and the immediate container the 

statement “Expiration date _ » 

the blank being filled in with "the 'date 
that is 12 months after the month during 
which the batch was certified, except that 
the blank may be filled in with the date 
that is 18 months or 24 months after the 
month during which the batch was cer¬ 
tified if the person who requests certifica¬ 
tion has submitted to the Commissioner 
results of tests and assays showing that 
such drug as prepared by him is stable 
for such period of time. Furthermore, in 
lieu of the 1 -week storage statement for 
the solution prescribed by § 146e.405(c) 
( 1 ) (ii) (b), the labeling may bear a 3- 
week storage statement if the person who 
requests certification has submitted to 
the Commissioner results of tests and 
assays showing that solutions of the drug 
as prepared by him are stable for such 
period of time after storage at room 
temperature. 

(3) In addition to complying with the 
requirements of § 146e.405 (d), a person 
who requests certification of a batch 
of bacitracin-neomycin with vasocon¬ 
strictor shall submit with his request a 
statement showing the number of units 
of bacitracin and the number of milli¬ 
grams of neomycin in each immediate 
container, the batch mark, and (unless 
it was previously submitted) the results 
and the date of the latest tests and assays 
of the neomycin used in making the 
batch for potency, toxicity, moisture, and 
pH. He shall also submit in connection 
with his request a sample consisting of 
net less than 6 packages of the bacitra¬ 
cin-neomycin with vasoconstrictor and 
(unless it was previously submitted) a 
sample consisting of 5 packages contain¬ 
ing approximately equal portions of not 
less than 0.5 gram each of the neomycin 
used in making such batch. 

(b) The fees for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
paragraph (a) (3) of this section shall 
be: 

(1) $5.00 for each immediate con¬ 
tainer of the batch. 

(2) $4.00 for each immediate container 
of the neomycin used in making the 
batch. 

§ 146e.415 Bacitracin-polymyxin tro¬ 
ches; zinc bacitracin-polymyxin 
troches. 

Bacitracin-polymyxin troches and zinc 
bacitracin-polymyxin troches conform to 
all requirements and are subject to all 
procedures prescribed by § 146e.404 for 
bacitracin troches and zinc bacitracin 
troches, except that: 

(a) Each troche contains not less than 
50 units of bacitracin or zinc bacitracin. 

(b) Each troche contains not less than 
1,000 units of polymyxin B sulfate. 
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The polymyxin B used conforms to the 
requirements prescribed for polymyxin 
by § 146 b. 107 (a) of this chapter. 

(c) Each troche may be tabieted with 
or without one or more suitable and 
harmless local anesthetics. 

(d) In addition to the labeling pre¬ 
scribed for bacitracin troches and zinc 
bacitracin troches, each package shall 
bear on its label or labeling the number 
of units of polymyxin B; and if it con¬ 
tains one or more local anesthetics, the 
name and quantity of each such ingredi¬ 
ent in each troche of the batch. 

(e) In addition to complying with the 
requirements of § 146e.404 (d), a person 
who requests certification of a batch 
shall submit with his request a state¬ 
ment showing the batch mark and (un¬ 
less it was previously submitted) the 
results and the date of the latest tests 
and assays of the polymyxin B used in 
making the batch for potency and tox¬ 
icity. He shall also submit in connection 
with his request (unless it was previously 
submitted) a sample consisting of 5 
packages, each containing approximately 
equal portions of not less than 500 milli¬ 
grams of the polymyxin used in making 
the batch. 

(f) The fee for the services rendered 
with respect to the samples submitted in 
accordance with the requirements of 
paragraph (e) of this section are: 

(1) $1.00 for each troche. 

(2) $4.00 for each immediate container 
of the polymyxin used in making the 
batch. 

§ 146e.416 Bacitracin methylene disa¬ 
licylate. 

(a) Standards of identity, strength , 
quality, and purity. Bacitracin methyl¬ 
ene disalicylate is the methylene di¬ 
salicylate salt of a kind of bacitracin. 
It is so purified and dried that: 

(1) Its potency is not less than 14 
"units per milligram. 

(2) It is nontoxic. 

(3) Its moisture content is not more 
than 5 percent. 

(4) Its pH in a saturated aqueous so¬ 
lution is not less than 3.5 and not more 
than 5.0. 

(b) Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P. The 
composition of the immediate containers 
shall be such as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limit there¬ 
for in applicable standards, except that 
minor changes so caused which are nor¬ 
mal and unavoidable in good packaging, 
storage, and distribution practice shall 
be disregarded. 

(c) Labeling. Each package of ba¬ 
citracin methylene disalicylate shall bear 
on its label or labeling, as hereinafter 
indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(i) The batch mark. 

(ii) The number of units of bacitra¬ 
cin per gram, the number of grams of 
bacitracin activity per pound, and the 
weight of the drug in the immediate 
container. 

(iii) The statement “Expiration date 

--,” the blank being filled in 

with the date which is 24 months after 


the month during which the batch was 
certified, except that the blank may be 
filled in with the date which is 36 
months or 48 months after the month 
during which the batch was certified if 
the person who requests certification 
has submitted to the Commissioner re¬ 
sults of tests and assays showing that 
such drug as prepared by him is stable 
for such period of time. 

(iv) The statement “For veterinary 
use only/* 

(2) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions and warnings for the 
veterinary use of such drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, 
the number of packages of each size 
in the batch, the number of units of 
bacitracin activity per gram, and the 
number of grams of bacitracin activity 
per pound. Such request shall be ac¬ 
companied or followed by the results of 
tests and assays made by him on the 
batch for potency, toxicity, moisture, 
and pH. 

(2) Such person shall submit with his 
request an accurately representative 
sample of the batch, consisting of 5 
packages each containing approximately 
5 grams taken from a different part of 
such batch, and each shall be packaged 
in accordance with the requirements of 
paragraph (b) of this section. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph (d) (2) of this 
section. 

(2) If the Commissioner considers 
that investigations other than the exam¬ 
ination of such immediate containers 
are necessary to determine whether or 
not such batch complies with the re¬ 
quirements of § 146.3 of this chapter for 
the issuance of a certificate, the cost of 
such investigation. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§ 146e.417 Powder bacitracin methy¬ 
lene disalicylate and streptomycin 
sulfate oral veterinary. 

(a) Standards of identity, strength, 
quality, and purity. Powder bacitracin 
methylene disalicylate and streptomycin 
sulfate oral veterinary is a mixture of 
bacitracin methylene disalicylate and 
streptomycin sulfate oral veterinary, 
with or without one or more suitable and 
harmless adsorbent ingredients, diluents, 
colorings, and flavorings. Each gram 
contains not less than 200 units of baci¬ 
tracin activity and not less than 20 milli¬ 
grams of streptomycin activity. Its 
moisture content is not more than 7.5 
percent. The bacitracin methylene di¬ 
salicylate used conforms to the require¬ 
ments prescribed by § 146e,416(a). The 


streptomycin sulfate oral veterinary used 
conforms to the standards prescribed by 
§ 146b.ll4(a) of this chapter. Each 
other ingredient used, if its name is rec¬ 
ognized in the U.S.P. or N.F., conforms to 
the standards prescribed therefor by such 
official compendium. 

(b) Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P. and 
shall be of such composition that they 
will not cause any change in the 
strength, quality, or purity of the con¬ 
tents beyond any limit therefor in appli¬ 
cable standards, except that minor 
changes so caused that are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. 

(c) Labeling. Each package shall 
bear on its label or labeling, as herein¬ 
after indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark. 

(ii) The number of units of bacitracin 
activity and the number of milligrams of 
streptomycin activity per gram and the 
total number of grams in the immediate 
container. 

(iii) The statement “Expiration date 

_,” the blank being filled in with 

the date which is 24 months after the 
month during which the batch was cer¬ 
tified, except that the blank may be filled 
in with the date that is 36 months, 48 
months, or 60 months after the month 
during which the batch was certified if 
the person who requests certification has 
submitted to the Commissioner results 
of tests and assays showing that after 
having been stored for such period of 
time such drug as prepared by him 
complies with the standards prescribed 
by paragraph (a) of this section. 

(iv) The statement “For oral veteri¬ 
nary use only/* 

(v) If it contains adsorbent ingre¬ 
dients, the name of each. 

(2) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions and warnings for the 
veterinary use of such drug by the laity. 
Such circular or other labeling may also 
bear a statement that a brochure or 
other printed matter containing in¬ 
formation for other veterinary uses of 
such drug by a veterinarian licensed 
by law to administer it will be sent to 
such veterinarian on request. 

(d) Request for certification ; sara- 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this 
chapter, a person who requests cer¬ 
tification of a batch shall submit 
with his request a statement show¬ 
ing the batch mark, the number of 
packages of each size in such batch, the 
batch marks and (unless they were pre¬ 
viously submitted) the dates on which 
the latest assays of the bacitracin 
methylene disalicylate and streptomycin 
sulfate oral veterinary used in making 
such batch were completed, the quantity 
of each ingredient used in making the 
batch, the date on which the latest assay 
of the drug comprising such batch was 
completed, and a statement that each 
other ingredient used conforms to the 
requirements prescribed therefor by this 
section. 
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(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; units of bacitracin ac¬ 
tivity per gram, milligram of strepto¬ 
mycin activity per gram, and moisture. 

(ii) The bacitracin methylene disali¬ 
cylate and the streptomycin sulfate oral 
veterinary used in making the batch; 
potency, toxicity, moisture, and pH. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch; 1 immediate container 
for each 5,000 immediate containers in 
the batch, but in no case less than 6 
immediate containers, unless each such 
container is packaged to contain more 
than 30 grams, in which case the sample 
shall consist of 30 grams for each 5,000 
immediate containers in the batch, but 
in no case less than six 30-gram portions. 
Such samples shall be collected by taking 
single immediate containers or 30-gram 
portions at such intervals throughout the 
entire time of packaging the batch that 
the quantities packaged during the in¬ 
tervals are approximately equal. 

(ii) The bacitracin methylene disali¬ 
cylate used in making the batch; 5 
packages containing approximately equal 
portions of not less than 5 grams each, 
packaged in accordance with the re¬ 
quirements of § 146e.416 (b). 

(iii) The streptomycin sulfate oral 
veterinary used in making the batch; 
5 packages containing approximately 
equal portions of not less than 1.0 gram 
each, packaged in accordance with the 
requirements of § 146b. 114 (b) of this 
chapter. 

(iv) In case of an initial request for 
certification, the other ingredients used 
in making the batch; 1 package of each 
containing approximately 5 grams. 

(4) No result referred to in subpar¬ 
agraph (2) (ii) of this paragraph, and 
no sample referred to in subparagraph 
(3) (ii) and (iii) of this paragraph, is 
required if such result or sample has 
been previously submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall 
be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (ii), 

(iii), and (iv) of this section; $5.00 for 
each immediate container submitted in 
accordance with paragraph (d) (3) (i) 
of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 


request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with the require¬ 
ments of § 146.8 (d) of this chapter. 

§ 146e.418 Zinc bacitracin (bacitracin 
zinc salt). 

(a) Standards of identity , strength , 
quality , and purity. Zinc bacitracin is 
the zinc salt of a kind of bacitracin or 
a mixture of two or more such salts. It 
is so purified and dried that: 

(1) Its potency is not less than 40 
units per milligram. 

(2) It is nontoxic. 

(3) Its moisture content is not more 
than 5 percent. 

(4) Its pH is not less than 6.0 and not 
more than 7.5. 

(5) Its zinc content is not more than 
10 percent by weight on a moisture-free 
basis. 

(b) Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 
tainers as defined by the U. S. P. The 
composition of the immediate containers 
shall be such as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limit there¬ 
for in applicable standards, except that 
minor changes so caused that are nor¬ 
mal and unavoidable in good packaging, 
storage, and distribution practice shall 
be disregarded. 

(c) Labeling. Each package of zinc 
bacitracin shall bear on its outside wrap¬ 
per or container and the immediate 
container: 

(1) The batch mark. 

(2) The number of units of bacitracin 
activity per milligram of zinc bacitracin 
and the number of grams of the drug in 
the immediate container. 

(3) The statement “Expiration date 

-,” the blank being filled in with 

the date which is 24 months after the 
month during which the batch was cer¬ 
tified. 

(4) The statement “For use only in the 
manufacture of nonpar enteral drugs.” 

(5) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chap¬ 
ter, a person who requests certifica¬ 
tion of a batch shall submit with his 
request a statement showing the 
batch mark, the number of packages 
of each size in the batch, the num¬ 
ber of units of bacitracin activity 
per milligram of zinc bacitracin, the 
zinc content, and the total number of 
grams of zinc bacitracin in each package. 
Such request shall be accompanied or 
followed by the results of tests and assays 
made by him on the batch for potency, 
toxicity, moisture, pH, and zinc content. 

(2) Such person shall also submit with 
his request an accurately representative 
sample of the batch, consisting of 5 
packages each containing approximately 
1.0 gram taken from a different part of 
such batch, and each shall be packaged 
in accordance with the requirements of 
paragraph (b) of this section. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this part shall be: 


(1) $4.00 for each immediate container 

in the sample submitted in accordance n 
with paragraph (d) (2) of this section S1 

(2) If the Commissioner considers a 

that investigations other than the exam- c 
ination of such immediate containers D 
are necessary to determine whether or p 
not such batch complies with the re- e 
quirements of § 146.3 of this chapter for b 
the issuance of a certificate, the cost of 0 
such investigations. c 

The fee prescribed by subparagraph (l) f 
of this paragraph shall accompany the t 
request for certification unless such fee 
is covered by an advance deposit main- s 
tained in accordance with § 146.8 (d) s 
of this chapter. v 

§ 146e.419 Bacitracin-ncomycin-polymy a 
xin troches; zinc bacitracin-neomy H 
cin-polymyxin troches. s 

(a) Standards of identity, strength 
quality, and purity. Bacitracin-neomy- 
cin-polymyxin troches and zinc bacitra- a 
cin-neomycin-polymyxin troches are D 
troches composed of bacitracin or zinc t 
bacitracin, neomycin, and polymyxin E 1 
with one or more suitable and harmless E 
diluents, binders, lubricants, colorings 
and flavorings. The potency of each t 
troche is not less than 200 units of ba¬ 
citracin or zinc bacitracin, 5.0 milligrams t 
of neomycin, and 2,000 units of poly- g 
myxin B. Its moisture content is nol 
more than 5 percent. The bacitracir ^ 
used conforms to the standards pre¬ 
scribed therefor by § 146e.401(a), excepl c 
§ 146e.401(a) (2), (41, and (8). The g 
zinc bacitracin used conforms to the ^ 
standards prescribed therefor by j 
§ 146e.418(a). The neomycin used con- £ 
forms to the standards prescribed there¬ 
for by § 146e.410(a) (2). The polymyxin { 
B used conforms to the standards pre- \ 
scribed therefor by § 146b.107(a) of this j 
chapter. Each other substance used, ii ( 
its name is recognized in the U.S.P. or j 
N.F., conforms to the standards pre- E 
scribed therefor by such official compen¬ 
dium. | 

(c) Labeling. In addition to the j 
labeling requirements prescribed by \ 
§ 1.106(b) of this chapter (regulations , 
issued under section 502(f) of the act), 
each package shall bear on the outside 
wrapper or container and the immediate i 
container the statement 4 ‘Expiration date 

_,” the blank being filled in 

with the date that is 12 months after the 
month during which the batch was cer¬ 
tified, except that the blank may be filled 
in with the date that is 18 months, 24 
months, 36 months, 48 months, or 60 
months after the month during which 
the batch was certified if the person who 
requests certification has submitted to 
the Commissioner results of tests and as¬ 
says showing that after having been 
Stored for such period of time such drug 
as prepared by him complies with the 
standards prescribed therefor by para¬ 
graph (a) of this section. 

(d) Request for certification; samples. 

(1) In addition to complying with the 
requirements of § 146.2 of this chap¬ 
ter, a person who requests certi¬ 
fication of a batch shall submit with 
his request a statement showing the 
batch mark, the number of pack¬ 
ages of each size in such batch, the batch 
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mark and (unless they were previously 
submitted) the dates on which the latest 
assays of the bacitracin or zinc bacitra¬ 
cin, neomycin, and polymyxin B used in 
making such batch were completed, the 
potency of each troche, the quantity of 
each ingredient used in making the 
batch, the date on which the latest assay 
of the drug comprising such batch was 
completed, and a statement that each 
ingredient used in making the batch con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch; average potency of 
bacitracin or zinc bacitracin, neomycin, 
and polymyxin per troche, and average 
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moisture. 

(ii) The bacitracin used in making 
the batch; potency, toxicity, moisture, 
pH, and ash content. 

(iii) The zinc bacitracin used in mak¬ 
ing the batch; potency, toxicity, mois¬ 
ture, pH, and zinc content. 

(iv) The neomycin used in making 
the batch; potency, toxicity, moisture, 
and pH. 

(v) The polymyxin used in making 
the batch; potency and toxicity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately represent¬ 
ative samples of the following: 

(i) The batch; 1 troche for each 5,000 
troches in the batch, but in no case less 
than 30 troches, collected by taking single 
troches at such intervals throughout the 
entire time of tableting that the quanti¬ 
ties tableted during the intervals are 
approximately equal. 

(ii) The bacitracin used in making the 
batch; 6 packages, each containing ap¬ 
proximately equal portions of not less 
than 0.5 gram, packaged in accordance 
with the requirements of § 146e.401 (b). 

(iii) The zinc bacitracin used in mak¬ 
ing the batch; 6 packages, each con¬ 
taining approximately equal portions of 
not less than 1.0 gram, packaged in ac¬ 
cordance with the requirements of 
§ 146e.418 (b). 
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(iv) The neomycin used in making the 
batch; 5 packages, each containing ap¬ 
proximately equal portions of not less 
than 0.5 gram. 

(v) The polymyxin used in making 
the batch; 5 packages, each containing 
approximately equal portions of not less 
than 0.5 gram. 

(vi) In case of an initial request for 
certification, each other ingredient used 
in making the batch; 1 package of each, 
containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii), (iii), (iv), and (v) of 
this paragraph, and no samples referred 
to in subparagraph (3) (ii), (iii), (iv), 
and (v) of this paragraph, is required if 
such result or sample has been previ¬ 
ously submitted. 

No. 251—Pt. II-28 


(e) Fees. The fee for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $1.00 for each troche in the sam¬ 
ple submitted in accordance with para¬ 
graph (d) (3) (i) of this section; $4.00 
for each package in the samples submit¬ 
ted in accordance with paragraph (d) 

(3) (ii), (iii), (iv), (v), and (vi) of this 
section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such troches and packages are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) 
of this chapter. 

§ 146e.420 Bacitracin-tyrothricin-neomy- 
cin troches; bacitracin-gramicidin- 
neomycin troches; zinc bacitracin- 
tyrothricin-neomycin troches; zinc 
bacitracin - gramicidin - neomycin 
troches. 

Bacitracin - tyrothricin - neomycin 
troches, bacitracin-gramicidin-neomycin 
troches, zinc bacitracin-tyrothricin- 
neomycin troches, and zinc bacitracin- 
gramicidin-neomycin troches conform to 
all requirements and are subject to all 
procedures prescribed by § 146e.413 for 
bacitracin-neomycin troches or zinc 
bacitracin-neomycin troches, except 
that: 

(a) Each troche contains not less than 
50 units of bacitracin or zinc bacitracin. 

(b) Each troche contains not less than 
1 milligram of tyrothricin or 0.2 milli¬ 
gram of gramicidin. 

(c) They may contain cortisone or a 
suitable derivative of cortisone and one 
or more suitable antitussive drugs. 

(d) In addition to the labeling pre¬ 
scribed for bacitracin-neomycin troches 
and zinc bacitracin-neomycin troches, 
each package shall bear on the outside 
wrapper or container and the immediate 
container the number of milligrams of 
tyrothricin or the number of milligrams 
of gramicidin in each troche of the 
batch; and if it contains cortisone or a 
derivative of cortisone or one or more 
antitussive drugs, the name and quan¬ 
tity of each such substance. 

(e) If it does not contain cortisone 
or a suitable derivative of cortisone, or 
one or more antitussive drugs, in lieu 
of the statement “Caution: Federal.law 
prohibits dispensing without prescrip¬ 
tion” each package shall include infor¬ 
mation containing directions and 
warnings adequate for use of the drug 
by the laity. 

§ 146e.421 Bacitraci n-neomycin-poly- 
myxin tablet. 

(a) Bacitracin - neomycin - polymyxin 
tablets conform to all requirements and 
are subject to all procedures prescribed 
by § 146e.412 for bacitracin-polymyxin 
tablets, except that: 


(1) Each tablet contains not less than 
6 milligrams of neomycin. The neomy¬ 
cin used conforms to the requirements 
prescribed therefor by § 146e.410 (a) (2). 

(2) [Reserved.] 

(3) In addition to complying with the 
requirements of § 146e.412 (a) (4), a per¬ 
son who requests certification of a batch 
shall submit with his request a statement 
showing the batch mark and (unless it 
was previously submitted) the results 
and the date of the latest tests and 
assays of the neomycin used in making 
the batch for potency, toxicity, moisture, 
and pH. He shall also submit in connec¬ 
tion with his request a sample consisting 
of 5 packages containing approximately 
equal portions of not less than 0.5 gram 
each of the neomycin used in making 
such batch. 

(b) The fee for the services rendered 
with respect to each immediate con¬ 
tainer in the sample of neomycin sub¬ 
mitted in accordance with the require¬ 
ments prescribed therefor by this section 
shall be $4.00. 

§ 146e.422 Bacitracin-polymyxin-neo¬ 
mycin ointment. 

(a) Bacitracin - polymyxin - neomycin 
ointment conforms to all requirements 
prescribed by § 146e.409 for bacitracin- 
polymyxin ointment, and is subject to 
all procedures prescribed by § 146e.409 
for bacitracin-polymyxin ointment, ex¬ 
cept that: 

(1) Its content of neomycin is not less 
than 3.0 milligrams per gram. The neo¬ 
mycin used conforms to the standards 
prescribed by § 146e.410(a) (2), except 
the standard for toxicity. 

(2) It may contain one or more suit¬ 
able and harmless chemical antimicro¬ 
bial agents. 

(3) In addition to the labeling pre¬ 
scribed by § 146e.409 (a) (5), each pack¬ 
age shall bear on the outside wrapper or 
container and the immediate container 
the number of milligrams of neomycin 
in each gram of the batch. 

(4) In addition to complying with the 
requirements of § 146e.409 (a) (7), a 
person who requests certification of a 
batch of bacitracin-polymyxin-neomycin 
ointment shall submit with his request 
a statement showing the batch mark and 
(unless they were previously submitted) 
the results and date of the latest tests 
and assays of the neomycin used in mak¬ 
ing the batch for potency, moisture, 
and pH. He shall also submit in con¬ 
nection with his request a sample con¬ 
sisting of not less than 7 packages of 
bacitracin-polymyxin-neomycin oint¬ 
ment and (unless it was previously sub¬ 
mitted) a sample consisting of 5 packages 
of the neomycin used in making the 
batch, each containing approximately 
0.5 gram. 

(b) The fee for the services rendered 
with respect to the samples submitted 
in accordance with the requirements of 
paragraph (a) (4) of this section shall 
be: 

(1) $6.00 for each immediate con¬ 
tainer of ointment. 

(2) $4.00 for each immediate container 
of the neomycin used in making the 
batch. 
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§ 146e.423 Soluble bacitracin methylene 
disalicylate. 

(a) Standards of identity, strength , 
quality, and purity. Soluble bacitracin 
methylene disalicylate is a mixture of 
bacitracin methylene disalicylate, so¬ 
dium carbonate, and sodium bicarbonate, 
with or without suitable and harmless 
diluents. It contains the equivalent of 
not less than 25 grams of the bacitracin 
master standard per pound. Its mois¬ 
ture content is not more than 8.5 percent. 
Its pH in an aqueous solution containing 
200 units per milliliter is not less than 8.5 
and not more than 9.5. The bacitracin 
methylene disalicylate used conforms to 
the requirements of § 146e.416 (a). Each 
other substance used, if its name is recog¬ 
nized in the U.S.P. or N.F., conforms to 
the standards prescribed therefor by 
such official compendium. 

(b) Packaging; labeling; request for 
certification, samples; fees. Soluble bac¬ 
itracin methylene disalicylate conforms 
to all requirements and procedures pre¬ 
scribed for bacitracin methylene disali¬ 
cylate by § 146e.416 (b), (c), (d), and (e), 
except that the person who requests cer¬ 
tification of a batch shall submit with his 
request (unless previously submitted) a 
sample consisting of 5 immediate con¬ 
tainers, each containing approximately 
5 grams, of the bacitracin methylene di¬ 
salicylate used in making the batch. 

(c) Exemption of soluble bacitracin 
methylene disalicylate from certification. 
Soluble bacitracin methylene disalicy¬ 
late that conforms to the requirements of 
paragraphs (a) (except that it may con¬ 
tain one or more essential vitamin and 
mineral substances for nutritive pur¬ 
poses) and (b) of this section shall be 
exempt from the requirements of sec¬ 
tions 502 (1) and 507 of the act if it com¬ 
plies with all the following conditions: 

(1) Its label bears an expiration date 
that is not more than 24 months after 
the month during which the batch was 
last assayed and released by the man¬ 
ufacturer. 

(2) If it contains added vitamins or 
minerals, its label bears the name and 
quantity of each such substance and a 
statement that such substances are 
present only for furnishing additional 
vitamins and minerals while animals are 
eating less feed. 

(3) The label bears a statement that 
solutions prepared with the drug are 
stable for not more than 24 hours. 

(4) The circular or other labeling 
within or attached to the package bears 
information that only the antibiotic is 
intended for the prevention or treatment 
of the following conditions, and further, 
bears directions and warnings adequate 
for such use: 

(i) Chronic respiratory disease (air- 
sac infection) in chickens. 

(ii) Blue comb (mud fever, nonspecific 
infectious enteritis) in poultry. 

(iii) Infectious sinusitis in poultry. 

(iv) Bacterial enteritis in swine. 

§ 145e.424 Bacitracin-neomycin-poly- 
niyxin with vasoconstrictor; bacitra- 

cin-neomycin-polymyxin with _ __ 

(the blank being filled in with the 
common or usual name of the vaso¬ 
constrictor). 

(a) Bacitracin - neomycin - polymyxin 
with vasoconstrictor conforms to all re¬ 


quirements and is subject to all proce¬ 
dures prescribed by § 146e.414 for baci¬ 
tracin-neomycin with vasoconstrictor, 
except that: 

(1) When prepared as directed in its 
labeling, each milliliter shall contain not 
less than 50 units of bacitracin 3.5 milli¬ 
grams of neomycin, and 1,000 units of 
polymyxin B. The polymyxin B used 
conforms to the requirements prescribed 
for polymyxin B by § 146b. 107 (a) of this 
chapter. 

(2) It may contain the enzyme hy- 
aluronidase. 

(3) It may be a packaged combina¬ 
tion of one immediate container of dry 
components of the drug and one imme¬ 
diate container of a solution of compo¬ 
nents of the drug; but in no case shall 
bacitracin or hyaluronidase be a compo¬ 
nent of such solution of the packaged 
combination. 

(4) The moisture content of the dry 
components of the drug is not more than 
2.5 percent. 

(5) [Reserved.] 

(6) On the label or labeling, if it con¬ 
tains hyaluronidase, after the name 
‘‘bacitracin - neomycin - polymyxin with 
vasoconstrictor,” wherever it appears, 
the words “and hyaluronidase,” shall ap¬ 
pear in juxtaposition with such name. 

(7) In addition to complying with the 
requirements of § 146e.414 (a) (3), a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the number of units 
of polymyxin B in each immediate con¬ 
tainer, the batch mark, and (unless it 
was previously submitted) the results 
and the date of the latest tests and as¬ 
says of the polymyxin used in making 
the batch for potency and toxicity. He 
shall also submit in connection with his 
request a sample consisting of not less 
than 7 packages of the bacitracin- 
neomycin-polymyxin with vasoconstric¬ 
tor, and (unless it was previously sub¬ 
mitted) a sample consisting of 5 packages 
containing approximately equal portions 
of not less than 0.5 gram each of the 
polymyxin used in making the batch. 

(b) The fees for the services rendered 
with respect to the samples submitted 
in accordance with paragraph (a) (7) 
of this section shall be: 

(1) $6.00 for each immediate con¬ 
tainer of the batch. 

(2) $4.00 for each immediate con¬ 
tainer of the polymyxin used in making 
the batch. 

§ 146e.425 Bacitracin powder. 

(a) Standards of identity, strength, 
quality, and purity. Bacitracin powder 
is bacitracin, with or without suitable 
and harmless buffer substances, preserv¬ 
atives, diluents, colorings, and flavorings. 
It contains the equivalent of not less 
than 10 grams of the bacitracin master 
standard per pound. Its moisture con¬ 
tent is not more than 5 percent. The 
bacitracin used conforms to the stand¬ 
ards prescribed therefor by § 146e.401 (a), 
except § 146e.401(a) (2), (4), and (8). 
Each other substance used, if its name is 
recognized in the U. S. P. or N. F., con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

(b) Packaging. In all cases the im¬ 
mediate containers shall be tight con¬ 


tainers as defined by the U. S. P. The 
composition of the immediate containers 
shall be such as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in ap¬ 
plicable standards, except that minor 
changes so caused that are normal and 
unavoidable in good packaging, storage 
and distribution practice shall be dis¬ 
regarded. 

(c) Labeling. Each package shall bear I 
on its label or labeling, as hereinafter 
indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark. 

(ii) The number of units of bacitracin 
per gram, the number of grams of baci¬ 
tracin activity per pound, and the weight 
of the drug in the immediate container. 

(iii) The statement “Expiration date 

-,” the blank being filled in with 

the date that is 18 months after the 
month during which the batch was cer- I 
tified. 

(iv) The statement “For oral vet¬ 
erinary use only.” 

(2) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions and warnings for the 
veterinary use of such drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch mark and (unless it was 
previously submitted) the date on which 
the latest assay of the bacitracin used 
in making such batch was completed, 
the quantity of each ingredient used in 
making the batch, the date on which the 
latest assay of the drug comprising such 
batch was completed, and a statement 
that each other ingredient used con¬ 
forms to the requirements prescribed 
therefor by this section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: Units of bacitracin 
per gram, and moisture. 

(ii) The bacitracin used in making 
the batch: Potency, toxicity, moisture, 
pH, and ash content. 

(3) Except as otherwise provided by ' 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: 1 immediate container 
for each 5,000 immediate containers in 
the batch, but in no case less than 6 im¬ 
mediate containers, unless each such 
container is packaged to contain more 
than 30 grams, in which case the sample 
shall consist of 30 grams for each 5,000 
immediate containers in the batch, but 
in no case less than six 30-gram por¬ 
tions or more than twelve 30-gram por¬ 
tions. Such samples shall be collected by 
taking single immediate containers or 
30-gram portions at such intervals 
throughout the entire time of packaging 
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the batch that the quantities packaged 
during the intervals are approximately 

The bacitracin used in making the 
batch: 6 packages, each containing ap¬ 
proximately equal portions of not less 
than 500 milligrams, packaged in ac¬ 
cordance with the requirements of 
§ I46e.401 (b). 

(iii) In case of an initial request for 
certification, each other substance used 
in making the batch: 1 package of each 
containing approximately 5 grams. 

(4) No result referred to in subpara¬ 
graph (2) (ii) of this paragraph, and no 
sample referred to in subparagraph (3) 
(ii) of this paragraph, is required if such 
result or sample has been previously 
submitted. 

(e) Fees. The fee for the services 
rendered with respect to each batch un¬ 
der the regulations in this part shall be: 

(1) $4.00 for each immediate con¬ 
tainer in the samples submitted in ac¬ 
cordance with paragraph (d) (3) (i), 
(ii), and (iii) of this section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany 
the request for certification unless such 
fee is covered by an advance deposit 
maintained in accordance with the re¬ 
quirements of § 146.8 (d) of this chapter. 

(f) Exemption of bacitracin powder 
from certification . Bacitracin powder 
that conforms to the requirements of 
paragraphs (a) (except that it may con¬ 
tain one or more essential vitamin and 
mineral substances for nutritive pur¬ 
poses), (b), and (c) of this section, ex¬ 
cept paragraph (c) (1) (iii), shall be 
exempt from the requirements of sec¬ 
tions 502 (1) and 507 of the act if it 
complies with all the following' condi¬ 
tions: 

(1) Its label bears an expiration date 
that is not more than 18 months after 
the month during which the batch was 
last assayed and released by the manu¬ 
facturer 

(2) If it contains added vitamins or 
minerals, its label bears the name and 
quantity of each such substance and a 
statement that such substances are pres¬ 
ent only for furnishing additional vita¬ 
mins and minerals while animals are 
eating less feed. 

(3) The label bears a statement that 
solutions prepared with the drug are 
stable for not more than 24 hours. 

(4) The circular o. other labeling re¬ 
ferred to in paragraph (c) (2) of this 
section bears information that only the 
antibiotic is intended for the prevention 
or treatment of the following conditions, 
and further, bears directions and warn¬ 
ings adequate for such use: 

(i) Chronic respiratory disease (air- 
sac infection) in chickens. 

(ii) Blue comb (mud fever, nonspecific 
infectious enteritis) in poultry. 

(iii) Infectious sinusitis in poultry. 

(iv) Bacterial enteritis in swine. 


§ 146e.426 Tablets bacitracin methylene 
disalicylate and streptomycin sulfate 
oral veterinary. 

Tablets bacitracin methylene disali¬ 
cylate and streptomycin sulfate oral 
veterinary are tablets that conform to 
all requirements and are subject to all 
procedures prescribed by § 146e.417 for 
powder bacitracin methylene disalicylate 
and streptomycin sulfate oral veterinary, 
except that: 

(a) Each tablet shall contain not less 
than 150 units of bacitracin activity and 
not less than 15 milligrams of streptomy¬ 
cin activity. Tablets not exceeding 15 
millimeters in diameter, or not intended 
only for preparing solutions, shall dis¬ 
integrate within 1 hour. 

(b) In lieu of the directions for label¬ 
ing prescribed by § 146e.417 (c) (1) (ii), 
each package shall bear on the outside 
wrapper or container and the immediate 
container the quantity of each antibiotic 
in each tablet. 

(c) In lieu of the directions for sam¬ 
pling the batch as prescribed in § 146e.- 
417(d) (3) (i), the batch shall be sampled 
as follows: 

(1) For potency and moisture: One 
tablet for each 5,000 tablets in the batch, 
but in no case less than 30 tablets, col¬ 
lected by taking single tablets through¬ 
out the entire time of tableting so that 
the quantities tableted during the inter¬ 
vals are approximately equal. 

(2) For disintegration-time studies: 6 
tablets. 

(d) The fees for the services rendered 
with respect to the tablets submitted in 
accordance with the requirements pre¬ 
scribed therefor by paragraph (c) of this 
section shall be: 

(1) $1.00 for each tablet submitted in 
accordance with paragraph (c)(1) of 
this section. 

(2) $3.00 for all tablets submitted in 
accordance with paragraph (c)(2) of 
this section. 

§ 146e.427 Feed grade bacitracin pow¬ 
der oral veterinary (crude bacitracin 
powder oral veterinary, unrefined 
bacitracin powder oral veterinary) ; 
feed grade zinc bacitracin powder 
oral veterinary (crude zinc bacitracin 
powder oral veterinary, unrefined 
zinc bacitracin powder oral veteri¬ 
nary). 

(a) Standards of identity, strength, 
quality, and purity. Feed grade bacitra¬ 
cin powder oral veterinary is bacitracin 
with or without one or more essential 
vitamins and mineral substances for 
nutritive purposes and with or without 
one or more suitable and harmless 
diluents. Feed grade zinc bacitracin 
powder oral veterinary is a mixture 
of zinc bacitracin and zinc protein- 
ates, with or without one or more 
essential vitamins and mineral sub¬ 
stances for nutritive purposes and with 
or without one or more suitable and 
harmless diluents. They contain the 
equivalent of not less than 2.5 grams of 
the bacitracin master standard per 
pound, except that if it is zinc bacitracin 
powder it contains the equivalent of not 
less than 5 grams of the bacitracin mas¬ 
ter standard per pound. Their moisture 
content is not more than 5 percent. The 
bacitracin used in making the batch has 


a potency of not less than 5 units per 
milligram, and its moisture content is 
not more than 5 percent. The zinc baci¬ 
tracin used in making the batch has a 
potency of not less than 2 units per milli¬ 
gram, not more than 2 grams of zinc for 
each gram of bacitracin, and its moisture 
content is not more than 6 percent. 
Each other substance used, if its name is 
recognized in the U. S. P. or N. F., con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

(b) Packaging; labeling; request for 
certification, samples; fees; exemption 
of feed grade bacitracin powder oral 
veterinary and feed grade zinc bacitracin 
powder oral veterinary from certifica¬ 
tion. Feed grade bacitracin powder oral 
veterinary and feed grade zinc baci¬ 
tracin powder oral veterinary conform 
to all requirements and procedures pre¬ 
scribed for bacitracin powder by 
§ 146e.425 (b), (c), (d), (e), and (f), 
except that, if it is feed grade zinc 
bacitracin powder oral veterinary itc ex¬ 
piration date is not more than 24 months 
after the month during which the batch 
was last assayed and released to the 
manufacturer. 

§ 146e.428 Capsules bacitracin meth¬ 
ylene disalicylate and streptomycin 
sulfate oral veterinary. 

Capsules bacitracin methylene disali¬ 
cylate and streptomycin sulfate oral vet¬ 
erinary are capsules that conform to all 
requirements and are subject to all pro¬ 
cedures prescribed by § 146e.426 for tab¬ 
lets bacitracin methylene disalicylate 
and streptomycin sulfate oral veterinary. 

§ 146e.429 Bacitracin-neomycin in oil 
veterinary. 

(a) Standards of identity, strength, 
quality, and purity . Bacitracin-neomy¬ 
cin in oil veterinary is a suspension 
of bacitracin and neomycin in refined 
peanut oil or sesame oil, with or with¬ 
out one or more suitable and harm¬ 
less chemical antimicrobial agents, 
anesthetics, and suspending agents. 
Each milliliter contains 200 units of bac¬ 
itracin and 25 milligrams of neomycin, 
or each dose as recommended in its 
labeling shall contain 2,000 units of 
bacitracin and 250 milligrams of neomy¬ 
cin. Its moisture content is not more 
than 1.0 percent. The bacitracin used 
conforms to the requirements of 
§ 146e.401 (a), except § 146e.401 (a) (2), 

(3), and (4). The neomycin used con¬ 
forms to the requirements for potency, 
moisture, and pH prescribed for neomy¬ 
cin by § 146e.410 (a) (2). Each other in¬ 
gredient used, if its name is recognized 
in the U. S. P. or N. F., conforms to the 
standards prescribed therefor by such 
oflfcial compendium. 

(b) Packaging. It shall be packaged 
in collapsible tubes that are well-closed 
containers as defined by the U.S.P. or in 
glass containers that are tight contain¬ 
ers as defined by the U.S.P. The compo¬ 
sition of the immediate container and 
closure shall be such as will not cause 
any change in the strength, quality, or 
purity of the contents beyond any limit 
therefor in applicable standards, except 
that minor changes so caused that are 
normal and unfavorable in good packag- 
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ing, storage, and distribution practice 
shall be disregarded. 

(c) Labeling . Each package shall bear 
on its label or labeling as hereinafter in¬ 
dicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark. 

(ii) The number of units of bacitracin 
and the number of milligrams of neomy¬ 
cin per milliliter or per immediate con¬ 
tainer. 

(iii) If the batch contains, in addition 
to bacitracin and neomycin, one or more 
other active ingredients specified in 
paragraph (a) of this section, the name 
and quantity of each such other ingre¬ 
dient per milliliter or per immediate 
container. 

(iv) The name of the oil and the sus¬ 
pending agent, if any, used in making 
the batch. 

(v) The statement “Expiration date 

-,” the blank being filled in 

with the date that is 12 months after 
the month during which the batch was 
certified, except that the blank may be 
filled in with the date that is 18 months 
or 24 months after the month during 
which the batch was certified if the per¬ 
son who requests certification has sub¬ 
mitted to the Commissioner results of 
tests and assays showing that such drug 
as prepared by him is stable for such 
period of time: Provided however , That 
such expiration date may be omitted 
from the immediate container if it con¬ 
tains a single dose and is packaged in an 
individual wrapper or container. 

(vi) If it is packaged in a container of 
glass, the statements “For intramam¬ 
mary infusions of cattle only” and 
“Shake well.” 

(2) On the label and labeling, if it 
contains, in addition to bacitracin and 
neomycin, one or more other active in¬ 
gredients specified in paragraph (a) of 
this section, after the name “bacitracin- 
neomycin in oil veterinary,” wherever 
such name appears, the words “with 

-,” in juxtaposition with such 

name, the blank being filled in with the 
common or usual name of each such 
other ingredient used. 

(3) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions and warnings for the 
veterinary use of such drug by the laity. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, a 
person who requests certification of a 
batch shall submit with his request a 
statement showing the batch mark, the 
number of packages of each size in such 
batch, the batch marks and (unless pre¬ 
viously submitted) the dates on which 
the latest assays of the bacitracin and 
neomycin used in making such batch 
were completed, the number of units of 
bacitracin and the number of milligrams 
of neomycin in each milliliter, the quan¬ 
tity of each ingredient used in making 
the batch, the date on which the latest 
assay of the batch was completed, and a 
statement that each ingredient used in 
making the batch conforms to the re¬ 
quirements prescribed therefor by this 
section. 

(2) Except as otherwise provided by 
subparagraph (4) of this paragraph. 


such person, shall submit in connection 
with his request results of the tests and 
assays listed after each of the following, 
made by him on an accurately repre¬ 
sentative sample of: 

(i) The batch: The number of units 
of bacitracin and the number of milli¬ 
grams of neomycin per milliliter or per 
immediate container, and moisture. 

(ii) The bacitracin used in making the 
batch: Potency, moisture, and pH. 

(iii) The neomycin used in making 
the batch: Potency, moisture, and pH. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated, accurately representa¬ 
tive samples of the following: 

(i) The batch: One package for each 
5,000 packages in the batch, but in no 
case less than six packages, collected by 
taking single packages at such intervals 
throughout the entire time of packaging 
the batch that the quantities packaged 
during the intervals are approximately 
equal. 

(ii) The bacitracin used in making 
the batch: Six packages, each contain¬ 
ing approximately equal portions of not 
less than 500 milligrams, packaged in 
accordance with the requirements of 
§ 146e.401 (b). 

(iii) The neomycin used in making 
the batch: Five packages, each contain¬ 
ing approximately equal portions of not 
less than 0.5 gram. 

(iv) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, containing approximately 200 
grams. 

(4) The results referred to in subpara¬ 
graph (2) (ii) and (iii) of this para¬ 
graph and the samples referred to in 
subparagraph (3) (ii) and (iii) of this 
paragraph are not required if such re¬ 
sults or samples have been previously 
submitted. 

(e) Fees. The fee for the services ren¬ 
dered with respect to each batch under 
the regulations in this chapter shall be: 

(1) $5.00 for each package in the 
sample submitted in accordance with 
paragraph (d) (3) (i) of this section; 
$4.00 for each package in the samples 
submitted in accordance with paragraph 
(d) (3) (ii), (iii), and (iv) of this 
section. 

(2) If the Commissioner considers 
that investigations, other than examina¬ 
tion of such packages, are necessary to 
determine whether or not such batch 
complies with the requirements of § 146.3 
of this chapter for the issuance of a cer¬ 
tificate, the cost of such investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
request for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146e.430 Bacitracin-neomycin-poly¬ 
myxin powder topical; zinc bacitra¬ 
cin-neomycin-polymyxin powder top¬ 
ical. 

(a) Standards of identity , strength, 
quality , and purity. Bacitracin-neomy¬ 
cin-polymyxin powder topical and *inr> 


bacitracin-neomycin-polymyxin powder 
topical are bacitracin or zinc bacitracin 
neomycin, and polymyxin B, with or 
without suitable and harmless diluents 
preservatives, and lubricants, and with 
or without hyaluronidase, chymotrypsin 
and polyvinylpyrrolidone. Unless it fc 
packaged with one or more suitable and 
harmless inert gases, each gram con¬ 
tains not less than 200 units of baci¬ 
tracin or zinc bacitracin, not less than 
1,600 units of polymyxin B, and not less 
than 3.5 milligrams of neomycin, it 
contains not more than an average of 10 
microorganisms per gram. Its moisture 
content is not more than 7.0 percent, 
unless it is packaged with one or more 
suitable .and harmless inert gases, in 
which case its moisture content is’not 
more than 0.5 percent. The bacitracin 
used conforms to the standards pre¬ 
scribed therefor by § 146e.401 (a), except 
§ 146e.401(a) (2) and (4). The zinc baci¬ 
tracin used conforms to the standards 
prescribed by § 146e.418(a). The neo¬ 
mycin used conforms to the standards 
prescribed therefor by § 146e.410(a) (2). 
The polymyxin B used conforms to the 
standards prescribed therefor by § 146b.- 
107(a) of this chapter. Each other sub¬ 
stance used, if its name is recognized in 
the U.S.P. or N.F., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 

(b) Packaging. In all cases the im¬ 
mediate container shall be a tight con¬ 
tainer as defined by the U. S. P. The 
composition of the immediate container 
shall be such as will not cause any 
change in the strength, quality, or purity 
of the contents beyond any limits there¬ 
for in applicable standards, except that 
minor changes so caused that are normal 
and unavoidable in good packaging, 
storage, and distribution practice shall 
be disregarded. Each such container 
may contain one or more suitable and 
harmless inert gases; in which case it 
shall contain not less than 8,000 units of 
zinc bacitracin, not less than 70 milli¬ 
grams of neomycin, and not less than 
100,000 units of polymyxin B. 

(c) Labeling —(1) it is packaged for 
dispensing and intended for use by man. 
In addition to the labeling requirements 
prescribed by § 1.106(b) of this chapter 
(regulations issued under section 502(f) 
of the act), each package shall bear on 
its label or labeling, as hereinafter in¬ 
dicated, the following: 

(i) On the outside wrapper or con¬ 
tainer and the immediate container: 

(a) The statement “Expiration date 

--,” the blank being filled in 

with the date that is 12 months after 
the month during which the batch was 
certified, except that the blank may be 
filled in with the date that is 18 months, 
or 24 months after the month during 
which the batch was certified if the 
person who requests certification has 
submitted to the Commissioner results of 
tests and assays showing that after hav¬ 
ing been stored for such period of time 
such drug as prepared by him complies 
with the standards prescribed by para¬ 
graph (a) of this section, 

(b) The statement “Not sterile.” 

(ii) If it contains, in addition to the 
antibiotic drug, one or more other active 
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ingredients specified in paragraph (a) 
of this section, after the name “bacitra¬ 
cin-neomycin-polymyxin powder topi¬ 
cal” or “zinc bacitracin-neomycin-poly- 
myxin powder topical,” wherever ‘ such 

name appears, the words “with- 

in juxtaposition with such name, 
the blank being filled in with the com¬ 
mon or usual name of each such other 
ingredient. 

(2) It is packaged for dispensing and 
intended solely for veterinary use. Its 
label and labeling shall comply with all 
the requirements prescribed by subpara¬ 
graph (1) of this paragraph, except that 
in lieu of the statement “Caution: Fed¬ 
eral law prohibits dispensing without 
prescription” each package shall include 
information containing directions and 
warnings adequate for the veterinary 
use of the drug by the laity. 

(d) Request for certification; sam¬ 
ples. (1) In addition to complying with 
the requirements of § 146.2 of this chap¬ 
ter, a person who requests certification 
of a batch shall submit with his request 
a statement showing the batch mark, 
the number of packages of each size in 
such batch, the batch mark and (unless 
they were previously submitted) the 
dates on which the latest assays of the 
bacitracin or zinc bacitracin, neomycin, 
and polymyxin used in making such 
batch were completed, the number of 
units of bacitracin or zinc bacitracin and 
polymyxin B, and the number of milli¬ 
grams of neomycin in each immediate 
container, the date on which the latest 
assays of the drugs comprising such 
batch were completed, the quantity of 
each ingredient used in making the 
batch, and a statement that each such 
ingredient conforms to the requirements 
prescribed therefor by this section. 

(2) Except as otherwise provided in 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request results of the tests and 
assays listed after each of the following 
made by him on an accurately represent¬ 
ative sample of: 

(i) The batch: The number of units 
of bacitracin or zinc bacitracin, the num¬ 
ber of units of polymyxin, and the num¬ 
ber of milligrams of neomycin, a micro¬ 
organism count, and moisture. 

(ii) The bacitracin or zinc bacitracin 
used in making the batch: Potency, 
toxicity, moisture, pH, and zinc content 
if it is zinc bacitracin. 

(iii) The neomycin used in making 
the batch: Potency, toxicity, moisture, 
and pH. 

(iv) The polymyxin B used in making 
the batch: Potency and toxicity. 

(3) Except as otherwise provided by 
subparagraph (4) of this paragraph, 
such person shall submit in connection 
with his request, in the quantities here¬ 
inafter indicated accurately representa¬ 
tive samples of the following: 

(i) The batch: For all tests except 
microorganism count, one immediate 
container for each 5,000 immediate con¬ 
tainers in the batch, but in no case less 
than seven immediate containers, col¬ 
lected by taking single immediate con¬ 
tainers at such intervals throughout the 
entire time of packaging the batch that 
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the quantities packaged during the in¬ 
tervals are approximately equal. 

(ii) For microorganism testing: Five 
immediate containers. 

(iii) The bacitracin or zinc bacitracin 
used in making the batch: Six packages, 
containing approximately equal portions 
of not less than 0.5 gram. 

(iv) The neomycin used in making the 
batch: Five packages containing ap¬ 
proximately equal portions of not less 
than 0.5 gram. 

(v) The polymyxin B used in making 
the batch: Five packages containing ap¬ 
proximately equal portions of not less 
than 0.5 gram. 

(vi) In case of an initial request for 
certification, each other substance used 
in making the batch: One package of 
each containing approximately 5 grams. 

(4) The results referred to in sub- 
paragraph (2) (ii), (iii), and (iv) of 
this paragraph and the samples referred 
to in subparagraph (3) (iii), (iv), (v), 
and (vi) of this paragraph are not re¬ 
quired if such results or samples have 
been previously submitted. 

(e) Fees. The fees for the services 
rendered with respect to each batch 
under the regulations in this part shall 
be: 

(1) $6.00 for each immediate con¬ 
tainer in the sample submitted in ac¬ 
cordance with paragraph (d) (3) (i) of 
this section; $4.00 for each immediate 
container in the sample submitted in ac¬ 
cordance with paragraph (d) (3), (iii), 
(iv), (v), and (vi) of this section; $10.00 
for all containers submitted in accord¬ 
ance with paragraph (d) (3) (ii) of this 
section. 

(2) If the Commissioner considers 
that investigations other than examina¬ 
tion of such immediate containers are 
necessary to determine whether or not 
such batch complies with the require¬ 
ments of § 146.3 of this chapter for the 
issuance of a certificate, the cost of such 
investigations. 

The fee prescribed by subparagraph (1) 
of this paragraph shall accompany the 
requsst for certification unless such fee 
is covered by an advance deposit main¬ 
tained in accordance with § 146.8 (d) of 
this chapter. 

§ 146e.431 Feed grade manganese baci¬ 
tracin powder oral veterinary. 

(a) Standards of identity , strength , 
quality , and purity. Feed grade man¬ 
ganese bacitracin powder oral veterinary 
is a mixture of the manganese salt of a 
kind of bacitracin or a mixture of two or 
more such salts, with or without one or 
more essential vitamins and mineral sub¬ 
stances for nutritive purposes and with 
or without one or more suitable and 
harmless diluents. It contains the equi¬ 
valent of not less than 5 grams of the 
bacitracin master standard per pound. 
Its moisture content is not more than 8.0 
percent. The manganese bacitracin used 
in making the batch has a potency of not 
less than 2.0 units per milligram, it con¬ 
tains not more than 1.0 gram of manga¬ 
nese for each gram of bacitracin, and its 
moisture content is not more than 6.0 
percent. Each other substance used, if 
its name is recognized in the U.S.P. or 
N.F., conforms to the standards pre- 
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scribed therefor by such official 
compendium. 

(b) Packaging; labeling; request for 
certification , samples; fees; exemption of 
feed grade manganese bacitracin powder 
oral veterinary from certification. Feed 
grade manganese bacitracin powder oral 
veterinary conforms to all requirements 
and procedures prescribed for feed grade 
zinc bacitracin powder oral veterinary 
by § 146e.427(b), except: 

(1) Its expiration date shall be 12 
months. 

(2) Its labeling is such that when it 
is mixed with animal feed according to 
the directions contained therein such 
medicated feed complies with the re¬ 
quirements of § 146.13, for manganese 
bacitracin medicated feed. 


PART 147—ANTIBIOTICS INTENDED 
FOR USE IN THE LABORATORY 
DIAGNOSIS OF DISEASE 

Sec. 

147.1 Antibiotic sensitivity discs; tests and 

methods of assay; potency. 

147.2 Antibiotic sensitivity discs; certifica¬ 

tion procedure. 

147.3 Antibiotic - dehydrated media-tri- 

phenyltetrazolium chloride sensi¬ 
tivity discs; tests and methods of 
assay. 

147.4 Antibiotic - dehydrated media-tri- 

phenyltetrazolium chloride sensi¬ 
tivity discs; certification procedure. 
Authority: §§ 147.1 to 147.4 issued under 
sec. 701, 52 Stat. 1055, as amended; 21 U.S.C. 
371. Interpret or apply sec. 507, 59 Stat. 463, 
as amended; 21 U.S.C. 357. 

§ 147.1 Antibiotic sensitivity discs; tests 
and methods of assay; potency. 

(a) Culture media. Use ingredients 
that conform to the standards prescribed 
by the United States Pharmacopeia or 
The National Formulary. In lieu of pre¬ 
paring the media from the individual 
ingredients, they may be made from a 
dehydrated mixture which, when recon¬ 
stituted with distilled water, has the 
same composition as such media. Minor 
modification of the specified individual 
ingredients is permissible if the result¬ 
ing media possess growth-promoting 
properties at least equal to the media 
described. 

(1) Medium A: 

Peptone_6.0 gm. 

Pancreatic digest of casein-4.0 gm. 

Yeast extract-3.0 gm. 

Beef extract_1*5 g m - 

Dextrose_— 10 S m - 

Agar___15.0 gm. 

Distilled water, q. s- 1,000.0 ml. 

pH 6.5 to 6.6 after sterilization. 

(2) Medium B. Same as medium A, 
except that it also contains 300 milli¬ 
grams of hydrated manganese sulfate 
per liter. 

(3) Medium C. Same as medium A, 
except that the final pH is adjusted 
from 7.9 to 8.1 after sterilization. 


(4) Medium D: 

Peptone_6.0 gm. 

Yeast extract_l- 5 g m * 

Beef extract- 15 

Sodium chloride-3.5 gm. 

Dextrose- 10 8 m * 

Dipotassium phosphate-3.68 gm. 

Potassium dihydrogen phosphate. 1.32 gm. 

Distilled water, q. s- • 1,000.0 ml. 

pH 7.0 after sterilization. 
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RULES AND REGULATIONS 


(5) Medium E: 


Peptone--6.0 gm. 

Yeast extract_3.0 gm. 

Beef extract_1.5 g m ' 

Agar-1 15.0 gm. 

Distilled water, q. s_ 1,000.0 ml. 

pH 6.5 to 6.6 after sterilization. 

(6) Medium F: 

Pancreatic digest of casein_17.0 gm. 

Papaic digest of soybean_3.0 gm. 

Sodium chloride_5.0 gm. 

Dipotassium phosphate_2.5 gm. 

Dextrose-2.5 gm. 

Agar- 20.0 gm. 

Distilled water, q.s_ 1,000.0 ml 

pH 7.3 after sterilization. 

(7) Medium G. Same as medium P 
except for the following: 

Agar--1.2.0 gm. 

Polysorbate 80 (sterile)_10.0 gm. 

Add polysorbate 80 after boiling. 

(8) Medium H: 

Peptone-9.4 gm. 

Yeast extract_4.7 g m . 

Beef extract_2.4 gm. 

Sodium chloride_10.0 gm. 

Dextrose- 10.0 g m , 

Agar-23.5 gm. 

Distilled water, q.s_ 1,000.0 ml. 


pH 6.0 to 6.2 after sterilization. 

(b) Preparation of test organism sus¬ 
pensions —(1) Suspension 1. Staphylo¬ 
coccus aureus (ATCC 6538P) is main¬ 
tained and grown on medium A. Wash 
the organisms from an agar slant, in¬ 
cubated for 24 hours at 32° C. to 35° C., 
with 3.0 milliliters of sterile sodium 
chloride solution onto the agar sur¬ 
face of a Roux bottle containing 300 
milliliters of medium A. Spread the sus¬ 
pension of organisms over the entire 
agar surface with the aid of sterile glass 
beads. Incubate 24 hours at 32° C. to 
35° C. Wash the resulting growth from 
the agar surface with about 50 milliliters 
of sterile sodium chloride solution. 
Standardize this stock suspension by de¬ 
termining the dilution that will permit 
20 percent light transmission. Store the 
stock suspension in the refrigerator (1 
week) and use the indicated dilution 
prepared daily. 

(2) Suspension 2. Follow the proce¬ 
dure described for suspension 1, except 
standardize the bulk suspension so that 
a 1:10 dilution in saline solution gives 
20 percent light transmission. In this 
case, the bulk suspension, and not the 
1:10 dilution of it, is used for the 
inoculum. 

(3) Suspension 3. The test organism 
is Staphylococcus aureus (ATCC 13150). 
Follow the procedure described for sus¬ 
pension 1, but determine how much the 
bulk suspension should be diluted to ob¬ 
tain a suspension permitting 80 percent 
light transmission. Use the indicated 
dilution prepared daily for the inoculum 
for the plates. 

(4) Suspension 4. Sarcina lutea 
(ATCC 9341) is maintained on agar 
slants of medium A and transferred to 
fresh slants approximately every 2 
weeks. This culture is incubated over¬ 
night at 26° C., and then stored in the 


refrigerator. Prepare an inoculum for 
the plates as follows: Streak an agar 
slant heavily with the test organism and 
incubate for 24 hours at 26° C. Wash 
the growth from the slant with 3 milli¬ 
liters to 4 milliliters of medium D, and 
transfer to the surface of a Roux bottle 
containing 300 milliliters of medium A. 
Spread the suspension evenly over the 
entire surface with the aid of sterile 
glass beads. Incubate for 24 hours at 
26° C. Wash the growth from the agar 
surface with 15 milliliters of medium D. 
If an aliquot of this bulk suspension 
when diluted 1:10 with medium D gives 
10 percent light transmission, the bulk 
suspension is satisfactory for use. It 
may be necessary to adjust the bulk sus¬ 
pension by dilution so that an aliquot 
of the adjusted suspension when diluted 
1:10 will give the desired 10 percent light 
transmission. The adjusted bulk sus¬ 
pension only, and not the 1:10 dilution 
of it, is used in preparing the inoculum. 
Store the stock suspension in the refrig¬ 
erator and use for 2 weeks. 

(5) Suspension 5. Bacillus subtilis 
(ATCC 6633) is maintained on agar me¬ 
dium A and transferred to a fresh slant 
every month. To prepare the spore 
suspension, inoculate a fresh slant of 
agar medium A with the test organism 
and incubate at 37° C. for 16 hours to 
24 hours. Wash the culture from the 
slant with 3 milliliters of sterile sodium 
chloride solution onto the surface of a 
Roux bottle containing 300 milliliters of 
agar medium B. Incubate for 5 days at 
37° C. Suspend the growth in 50 milli¬ 
liters of sterile saline solution, centri¬ 
fuge, and decant the supernatant liquid. 
Reconstitute the sediment and heat- 
shock the suspension by heating for 30 
minutes at 70° C. Store the spore sus¬ 
pension in the refrigerator. It may be 
kept several months. Light transmis¬ 
sion is not used for standardization. 

(6) Suspension 6. Staphylococcus 
epidermidis (ATCC 12228) is maintained 
on medium A and transferred to a fresh 
slant once a week. Inoculate a fresh 
slant of medium A with the test organ¬ 
ism and incubate at 32° C. to 35° C. for 
24 hours. Wash the culture from the 
slant with 3 milliliters of sterile sodium 
chloride solution onto the surface of a 
Roux bottle containing 300 milliliters of 
medium A. Incubate at 32° C. to 35° 
C. for 24 hours. Wash the resulting 
growth from the agar surface with about 
50 milliliters of sterile sodium chloride 
solution. Standardize this stock sus¬ 
pension by determining the dilution that 
will give 80 percent light transmission. 
Store the stock suspension in the refrig¬ 
erator (1 week) and use the indicated 
dilution prepared daily for the inoculum 
for the plates. 

(7) Suspension 7. Bordetella bron- 
chiseptica (ATCC 4617) is maintained 
on medium F and transferred to a fresh 
slant every 2 weeks. To prepare a stock 
suspension inoculate a fresh slant of me¬ 
dium F and incubate at 37° C. for 16 
hours to 24 hours. Wash the culture 
from this slant with 3 milliliters of ster¬ 


ile distilled water onto the surface of a 
Roux bottle containing 300 milliliters of 
medium F, and incubate 24 hours at 37° 
C. Wash off the growth with 50 milli 
liters of sterile distilled water and stand¬ 
ardize the resulting stock suspension bv 
determining the dilution that will give 
50 percent light transmission. Store the 
stock suspension in the refrigerator (2 
weeks), and use the indicated dilution 
prepared daily for the inoculum for the 
plates. 

(8) Suspension 8. Saccharomyces cer- 
evisiae (ATCC 9763) is maintained on 
slants of medium H and transferred once 
a week. After transfer, the culture is 
incubated at 37° C. for 24 hours and then 
kept refrigerated. Wash the organism 
from a freshly incubated agar slant 
with 3 milliliters of sterile saline solu¬ 
tion onto the agar surface in a Roux 
bottle containing 300 milliliters of me¬ 
dium H. Spread the suspension of or¬ 
ganisms over the entire agar surface 
with the aid of sterile glass beads. In¬ 
cubate for 24 hours at 37° C. and then 
wash the resulting growth from the agar 
surface with about 25 milliliters of sterile 
saline solution. Store the suspension in 
the refrigerator and use for 1 month. 

(9) Suspension 9. Follow the proce¬ 
dure described for suspension 1, except 
determine how much the bulk suspen¬ 
sion should be diluted to obtain a sus¬ 
pension permitting 80 percent light 
transmission. Use the indicated dilution, 
prepared daily, for the inoculum for the 
plates. 

The light transmission values referred 
to in this paragraph were determined 
with a Lumetron Model 400-A photoelec¬ 
tric colorimeter at a wavelength of 650 
millimicrons. If other instruments are 
used, different light transmission read¬ 
ings will probably be obtained. The 
values given are to be used as guides in 
this paragraph. 

(c) Preparation of plates— (1) Base 
layer. Depending on the particular an¬ 
tibiotic in the discs to be tested, add 42 
milliliters of the appropriate medium 
prescribed in subparagraph (3) of this 
paragraph to each Petri dish (20 milli¬ 
meters x 150 millimeters) and allow to 
harden on a flat, level surface and dry 
slightly by raising the tops on one side. 

(2) Seed layer. Add the appropriate 
amount of inoculum, as prescribed by 
subpargaraph (3) of this paragraph, to 
the seed agar which has been melted 
and cooled to 48° C. Swirl the flasks to 
obtain a homogeneous suspension. Add 
8 milliliters of the appropriate seed agar, 
as specified in subparagraph (3) of this 
paragraph, to each plate, spread evenly 
over the hardened base layer, and allow 
to harden and dry on a flat level surface. 
For accurate results, it is necessary to 
obtain uniform distribution of the agar 
over the surface of the plates. 

(3) Inoculum and media to be used. 
Depending on the particular antibiotic 
in the disc to be tested, select from the 
following table the inoculum and media 
to be used: 
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Antibiotic 


arbomycin (hydrochloride)—- 

yor^racyctoe"(hydrochioHdej. 

emetbylchlortetracy"ciine'(hydrochloride). 

ihydrostreptomycin (sulfate)- 

[ethicillin.-. 

—rythromvcin ------.. 

inamycin (sulfate).. 

eomycin B (sulfate)- 

ovobiocin (sodium).■ 

ystatin.-----------V.* 

feandomycm (phosphate)....—.■ 

xvtetracycline (hydrochloride).. 

snicillin ... 

benethicillin potassium. 

olymyxin B (sulfate).. 

“[istocetin...—.... 

xliuni oxacillin- 

treptomycin (sulfate) ... 

etracycline (hydrochloride). 

[ancomycin.. 

[iomycin (sulfate). 


(d) Preparation of control discs. Use 
round, blank discs having a diameter of 
^ 4 -inch made of clear-white paper 
weighing 30 milligrams ±4 milligrams 
per square centimeter, and which will 
absorb 2.5 to 3.0 times its own weight 
}f distilled water. The paper shall con¬ 
tain no material that either enhances or 
inhibits the activity of any antibacterial 
agent impregnated thereon. In addi¬ 
tion, the paper shall contain no materi¬ 
als which will affect the pH of any sol¬ 
vent placed on it or buffer any solution 
placed on it. The following methods 
shall be used to determine the suitability 
in this regard of any paper proposed for 
this use: Weigh 2 grams of paper or 
paper discs into a clean, glass-stoppered, 
250-milliliter flask. Add 30 milliliters of 
freshly boiled and cooled distilled water 
(the pH of which has been determined). 
Stopper and shake vigorously for 1 hour 
on a shaking machine. Filter through 
a medium-porosity sintered glass filter. 
Determine the pH of the filtrate. Take 
the two 10-milliliter aliquots. To one 
add 0.05 milliliter of 0.01 N HC1. To 
the second aliquot add 0.05 milliliter of 
0.01 N NaOH. Determine the pH of 


Antibiotic 


Volume of suspension 
added to each 100 mL 
of seed agar used tor 
test 


Ml. 

1.0 

1.5 

4.0 

1.5 

1.0 

1.5 

3.0 

1.0 

2.0 

1.0 

2.0 

4.0 

0.1 

2.0 

1.5 

1.0 

1.0 

1.0 

0.5 

1.0 

3.0 

1.5 

1.0 

1.0 


Suspension 


number 


Medium 


Base 

layer 


£ 

E 

E 

E 

F 

E 

O 

E 

O 

E 

E 

E 

H 

E 

E 

E 

E 

F 

A 

E 

O 

E 

C 

O 


Seed 

layer 


A 

A 

A 

A 

Q 

A 

O 

A 

O 

A 

A 

A 

H 

A 

A 

A 

A 

Q 

A 

A 

O 

A 

O 

C 


each solution. The paper shall be satis¬ 
factory for use, if (1) the pH of the 
paper filtrate was not more than ±0.3 
pH units different from the pH of the 
distilled water used; (2) the pH of the 
acidified aliquot was lowered by at least 
1.0 pH units; (3) the pH of the alka- 
linized aliquot was raised by at least 1.5 
pH units. Place blank discs on alumi¬ 
num or stainless steel wire mesh which 
is supported in a manner to allow circu¬ 
lation of air above and below the discs. 
Prepare the desired number of discs for 
each point on the standard curve by 
accurately adding 0.02-milliliter-incre¬ 
ments of the appropriate standard stock 
solution to each disc, using a suitable 
pipette. Dry discs in circulating air or 
under vacuum. Discs may be stored for 
2 weeks in a desiccator under refrigera¬ 
tion. Depending on the antibiotic con¬ 
tained in the sample to be tested, pre¬ 
pare the stock solutions for the standard 
discs by dissolving an accurately weighed 
quantity of the working standard in the 
solvent indicated to obtain stock solu¬ 
tions that will contain the following 
concentrations required for the standard 
discs: 


Solvent 


Standard curve (antibiotic 
concentration per disc) 


Bacitracin...--- 

Carbomycin (hydrochloride). 

Chloramphenicol..--- 

Ohlortetracycline (hydrochloride).. 

Colistin (sulfate).-.-.— 

Demethylchlortetracycline (hydrochloride) 

Bihydrostreptomycin..-.. 

Methicillin__- 

Erythromycin_ 

Kanamycin (sulfate). — 

Neomycin B (sulfate).-. 

Novobiocin (sodium)___ 

Nystatin.. 

Oleandomycin (phosphate)-- 

Oxytetracycline (hydrochloride)..— 

Penicillin Q... 

Phenethicillin potassium_ 

Polymyxin B (sulfate). 

Ristocetin__ 

Sodium oxacillin.__ 

Streptomycin (sulfate)_ 

Tetracycline (hydrochloride)_ 

Vancomycin (hydrochloride).. 

Viomycin (sulfate)_._ 


W&tcr 

Methyl alcohol.. 

50 percent methyl alcohol- 

Methyl alcohol..— 

Water_ 

Methyl alcohol.-. 

Water.----- 

_do.... 

Methyl alcohol--- 

Water..-- 

_do. 

_do_ 

Dimethylformamide pH 6.5±0.5— 

Water... 

Methyl alcohol—-- 

Water___ 

_do.--- 

_do—-- 

rri.do.. 

Methyl alcohol- r. - 

Water- 

_do... 


1.3, 2.4, 4.4, 8.1,15.0 units. 

1.3, 2.7, 5.4, 11.0, 22.5/ig. 

3.3, 6.3, 12.2, 23.4, 45.0/ig. 

3.3, 6.3, 12.2, 23.4, 45.0/xg. 

1.3, 2.4, 4.4, 8.1, 15.0/ig. 

3.3, 6.3, 12.2, 23.4, 45.0/ig. 

1.3, 2.4, 4.4, 8.1, 15.0/ig. 

1.3, 2.4, 4.4, 8.1, 15.0/ig. 

1.3, 2.7, 5.4, 11.0, 22.5/ig. 

3.3, 6.3,12.2, 23.4, 45.0/ig. 

3.3, 6.3,12.2, 23.4, 45.0/ig. 

3.3, 6.3,12.2, 23.4, 45.0/ig. 
64, 80,100,125,156 units. 

1.3, 2.7, 5.4,11.0, 22.5/ig. 

3.3, 6.3,12.2, 23.4, 45.0/ig. 

1.3, 2.4, 4.4, 8.1,15.0 units. 

1.3, 2.4, 4.4, 8.1, 15.0 units. 
33, 63, 122, 234, 450 units. 

3.3, 6.3, 12.2, 23.4, 45.0/ig. 
0.67, 0.82, 1.00, 1.22, 1.5/tg. 

1.3, 2.4, 4.4, 8.1,15.0/ig. 

3.3, 6.3,12.2, 23.4, 45.0/ig. 

3.3, 6.3, 12.2, 23.4, 45.0/ig. 

1.3, 2.4, 4.4, 8.1,15.0/ig. 


(e) Asssay —(1) Individual discs one- 
fourth inch in diameter. On each of 
three plates prepared as directed in 
paragraph (c) of this section, place the 
five control discs for the standard curve 
and two discs from each batch to be 
tested. The control discs for the stand¬ 
ard curve and the sample discs are placed 
on the plates in a random arrangement, 
with no discs being closer than 24 milli¬ 
meters (on centers) to any other disc. 
Discs are placed on the plates with the 
aid of forceps within as short a period 
of time as possible (not to exceed 3 
minutes per plate) and tapped gently to 
ensure an even seal. Incubate the plates 
overnight at 32° C-35° C., except if it is 
polymyxin, novobiocin, nystatin, viomy¬ 
cin, or colistin, the incubation tempera¬ 
ture is 37° C. After incubation, measure 
the diameter of each circle of inhibition, 
using calipers or a measuring device 
of comparable accuracy. Average the 
three zone sizes for each of the five 
standard-curve concentrations and plot 
the mean sizes on the arithmetic scale 
of semilogarithmic graph paper with the 
antibiotic concentrations on the loga¬ 
rithmic scale. Use the following equa¬ 
tion to calculate the best straight line. 

T 3a-f 2b-f c 6 

L ~ 5 


„ 3e-f-2 d+c—a. 

H= 5 


where 

L=the calculated zone size of the low 
concentration; 

H=the calculated zone size of the high 
concentration; 

a, b, c, d, e=the observed average zone 
sizes for each respective concen¬ 
tration, a being that for the lowest 
concentration. 


Plot the values obtained for L and H 
and connect these two points with a 
straight line. Average the six sample 
zone sizes and read the corresponding 
antibiotic concentration of this mean 
from the standard curve. This is the 
average potency of the sample disc. 

(2) Discs one-fourth inch in diameter 
attached to rings, spokes, or other de¬ 
vices. Remove or cut the disc from the 
device, including a small portion of the 
device to which it is attached, before 
testing, and proceed as directed in sub- 
paragraph (1) of this paragraph. 

(3) Individual discs with diameters 
larger than one-fourth inch but no larger 
than three-eighths inch. Proceed as di¬ 
rected in subparagraph (1) of this para¬ 
graph, except instead of measuring the 
diameters of the zones of inhibition, 
measure the widths of the zones from 
any edge of the sample discs and the 
standard discs. The results obtained 
are multiplied by the factor 2 for deter¬ 
mining whether the discs meet the re¬ 
quirements for uniformity prescribed by 
paragraph (f) of this section. 

(4) Discs having diameters larger than 
one-fourth inch but no greater than 
three-eighths inch attached to rings, 
spokes, or other devices. Remove or 
cut the disc from the device, including 
a small portion of the device to which it 
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is attached, before testing, and proceed 
as directed in subparagraph (3) of this 
paragraph, except measure the width of 
the zone of inhibition from the rounded 
tip of the disc. 

(f) The potency is satisfactory if the 
result obtained is not less than 67 per¬ 
cent and not more than 150 percent of 
that represented. The batch has a uni¬ 
form potency if on the first or second 
test of six discs each, the diameter of 
the largest zone of inhibition is not more 
than 2.5 millimeters larger than the 
smallest zone, or if the number of zones 
that fall outside this range in three or 
more consecutive tests is not more than 
10 percent of the total number of discs 
tested. 

§ 147.2 Antibiotic sensitivity discs; cer¬ 
tification procedure. 

(а) Standards of identity, strength, 
quality, and purity. Antibiotic sensitivi¬ 
ty discs are paper or plastic discs or com¬ 
pressed tablets containing penicillin G, 
methicillin, oxacillin, phenethicillin, 
streptomycin, dihydrostreptomycin, 
chlortetracycline, demethlychlortetracy- 
cline, tetracycline, chloramphenicol, or 
bacitracin. If they are tablets they may 
contain suitable lubricants, binders, and 
diluents, none of which shall affect the 
antibacterial spectrums of the antibiot¬ 
ics. Each disc shall have a uniform 
potency that is equivalent to that con¬ 
tained in a standard disc prepared with 
one of the following quantities of anti¬ 
biotic compounds: 

Cl) Bacitracin: Not less than two 
units or not more than 10 units. 

(2) Chloramphenicol: Not less than 5 
yg or not more than 30 fig. 

(3) Chlortetracycline: Not less than 
5 yg or not more than 30 fig. 

(4) Dihydrostreptomycin: Not less 
than 2 fig or not more than 10 fig. 

(5) Penicillin G: Not less than two 
units or not more than 10 units. 

(б) Streptomycin: Not less than 2 fig 
or not more than 10 fig. 

(7) Tetracycline: Not less than 5 fig 
or not more than 30 jug. 

(8) Demethylchlortetracycline: Not 

less than 5 jug or not more than 30 fig. 

(9) Methicillin: 5 fig. 

(10) Oxacillin: 1 fig. 

(11) Phenethicillin potassium: 3 units. 

The standard discs used to determine 
the potency shall be made of paper as 
described in § 147.1(d). Each antibiotic 
compound used to impregnate such 
standard discs shall be equilibrated in 
terms of the working standard desig¬ 
nated by the Commissioner for use in 
determining the potency or purity of 
such antibiotic. 

(b) Packaging. The immediate con¬ 
tainer shall be a tight container as de¬ 
fined by the U.S.P., and shall be of such 
composition as will not cause any change 
in the strength, quality, or purity of the 
contents beyond any limit therefor in 
applicable standards, except that minor 
changes so caused that are normal and 
unavoidable in good packaging, storage, 
and distribution practice shall be dis¬ 
regarded. Each immediate container 
may contain a desiccant, and each may 
be packaged in combination with con¬ 


tainers of suitable discs of drugs other 
than those described in paragraph (a) 
of this section. Such other discs shall 
be suitable only if the manufacturer 
and packer have submitted to the Com¬ 
missioner information of the kind de¬ 
scribed in § 146.7 of this chapter and 
such information has been accepted by 
the Commissioner. If a packaged com¬ 
bination contains discs of more than one 
potency of any one of the antibiotics in¬ 
cluded in paragraph (a) of this section, 
the potencies shall be only the lowest 
and highest concentrations prescribed 
for that antibiotic by that paragraph. 

(c) Labeling. Each package of discs 
shall bear on its label or labeling, as 
hereinafter indicated, the following: 

(1) On the outside wrapper or con¬ 
tainer and the immediate container: 

(1) The batch mark. 

(ii) The potency of each disc in the 
batch. 

(iii) The statement ‘‘Expiration date 

--the blank being filled in 

with one of the following appropriate 
dates after the month during which the 
batch was certified: 

(a) For penicillin G, methicillin, 
oxacillin, and phenethicillin potassium: 

6 months, except 12 months may be used 
if the person who requests certification 
has submitted to the Commissioner re¬ 
sults of tests and assays showing that 
such drug as prepared by him is stable 
for such time. 

(b) For bacitracin: 12 months. 

(c) For streptomycin, dihydrostrep¬ 
tomycin, chlortetracycline, demethyl- 
chlortetracycline, tetracycline, and 
chloramphenicol: 24 months. 

If it is a packaged combination of discs 
of two or more drugs, its outside wrapper 
shall bear only one expiration date, and 
that date shall be the date that is re¬ 
quired for the shortest dated discs con¬ 
tained in the package. 

(iv) The statement “For use in labor¬ 
atory diagnosis only.” 

(2) On the circular or other labeling 
within or attached to the package, ade¬ 
quate directions for the use of such discs. 

(d) Request for certification; samples. 
(1) In addition to complying with the 
requirements of § 146.2 of this chapter, 
a person who requests certification of a 
batch of antibiotic sensitivity discs shall 
submit with his request a statement 
showing the batch mark, the number of 
packages of each size in such batch, the 
batch mark, and, unless it was pre¬ 
viously submitted, the date on which the 
latest assay of the antibiotic used in 
making such batch was completed, the 
potency of each disc, the quantity of 
each ingredient used in making the 
batch, the date on which the latest 
assay of the drug comprising such batch 
was completed, and a statement that 
each ingredient used in making the 
batch conforms to the requirements pre¬ 
scribed therefor by this section. 

(2) Such person shall submit in con¬ 
nection with his request results of the 
tests and assays made by him on an ac¬ 
curately representative sample of the 
batch for potency. 

(3) Such person shall submit in con¬ 
nection with his request an accurately 




representative sample of the batch cm 
sisting of one disc for each 5,000 dis 
in the batch, but in no case less than« 
discs collected by taking single discs! 
such intervals throughout the entii 
time of packaging the batch that tl 
quantities packaged during the intern 
are approximately equal. 

(e) Fees. The fee for the service 
rendered with respect to each bate 
under the regulations in this sectio 
shall be: 

(1) $0.30 for each disc in the samp» 

submitted in accordance with parasfrsn 

(d) (3) of this section. * 

(2) If the Commissioner considei 
that investigations other than the exam 
ination of such discs and packages ar 
necessary to determine whether or nc 
such batch complies with the require 
ments of § 146.3 of this chapter for th 
issuance of a certificate, the cost of sue 
investigations. 

The fee prescribed by subparagraph (l 
of this paragraph shall accompany th 
request for certification unless such fe 
is covered by an advance deposit main 
tained in accordance with § 146.8(d) 
this chapter. 

§ 147.3 Antibiotic-dehydrated media-tr 
phenyltetrazolium chloride sens 
tivity discs; tests and methods t 
assay. 

(a) Potency. Proceed as directed 
§ 147.1, except paragraph (f) of that sec 
tion and except that: 

(1) In the assay of kanamycin, neomy 
cin, and oleandomycin, use the followinj 
inoculum and media: 


s« 


ceh 


chi 


Antibiotic 

Suspension 
added to 
each 100 ml. 
of seed apar 
used for test 

Suspen¬ 

sion 

number 

Medium 

Base 

layer 

■ 'i"l 

■■■■■ 


Milliters 




Kanamycin. 

1.0 

9 

C 

C 

Neomycin_ 

1.0 

9 

C 

c 

Oleandomycin. _ _ 

2.0 

3 

C 

c 


(2) Each disc used for the standan 
curve shall have a diameter of one-hal 
inch. 

(3) Prepare an aqueous stock solutior 
as follows, and sterilize by filtration: 

Dehydrated brain-heart infusion. 6.105 gm. 

Dibasic sodium phosphate_ 1.410 gm. 

Yeast extract_ 3.300 gm. 

Dextrose- 1.645 gm! 

Sodium lactate (about 60 per¬ 
cent) syrup- 2.750 ml. 

Triphenyltetrazolium chloride— 1.2375 gm. 

Polysorbate 80_ 0.75 ml. 

Distilled water, q.s_ 1,000.0 ml 

pH 7.35 ±0.05 after sterilization. 

(4) Use the solution described in sub¬ 
paragraph (3) of this paragraph to pre¬ 
pare the antibiotic stock solution, which 
shall contain per 0.06 milliliter the ap¬ 
propriate concentrations for the stand 
ard curve. In the case of chlorampheni¬ 
col and erythromycin, the antibiotics 
shall be first dissolved in methyl alcohol 
to a concentration of an estimated 10,000 
fig. per milliliter. 

(5) Add 0.06 milliliter increments of 
the appropriate stock solution to the 
discs used for the standard curve. 
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(6) In addition to the five antibiotic 
ontrol discs for the standard curve, 
iace on the agar surface one of the 
ntibiotic-free discs used in making the 
atch. If any zone of inhibition is pro- 
uced by the antibiotic-free disc, it must 
g smaller than that produced by the 
lisc containing the lowest concentration 
if antibiotic, and it shall not be used in 
be equation for calculating the best 
traight line. 

(7) If the sample discs are curled, 
ress them flat prior to placement on 
jar. When placing them on agar, tap 
ightly to insure that they lie evenly 
on the surface. 

(8) Its potency is satisfactory if the 
lisc contains not less than 67 percent 
ind not more than 150 percent of that 
presented and if any zone of inhibition 
hat may be produced by the antibiotic- 
fce disc of the batch is smaller than 
hat produced by each of the antibiotic- 
jehydrated media-triphenyltetrazolium 
hloride discs. 

(b) Performance — (1) Culture medi- 
n. Prepare the following medium: (In 
ieu of the individual ingredients, it may 
le made from a dehydrated mixture 
ihich, when reconstituted with distilled 
rater, has the same composition as such 
ledium.) 
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Calf brains, infusion from- 200 gm. 

Beef heart, infusion from- 250 gm. 

Proteose peptone-10 gm. 

Dextrose_2 gm. 

Salt_6 gm. 

Sodium phosphate monobasic 

(Na 2 HP 04 >_2.5 gm. 

Distilled water, q.s_ 1,000.0 ml. 

pH 7.4 after sterilization. 

(2) Preparation of test organism sus¬ 
pensions. Maintain the following test 
organisms on slants of Medium E as de¬ 
scribed in § 147.1(a) (5), and transfer to 
fresh agar slants once weekly: 

Organisms A.T.C.C. No. 

Pseudomonas aeruginosa- 14504 

Streptococcus faecalis- 14508 

Proteus rettgeri_ 14505 

Streptococcus faecalis- 14506 

Streptococcus faecalis- 14507 

Staphylococcus aureus- 6538P 

Staphylococcus epidermidis_ 12228 

From fresh agar slants, inoculate sepa¬ 
rate portions of the medium described in 
subparagraph (1) of this paragraph and 
incubate 16 hours to 24 hours at 37° C. 
Prepare a 1-10 dilution of each of these 
fresh broth cultures, using the medium 
described in subparagraph (1) of this 
paragraph as the diluent. 

(3) Susceptible organisms. Use the 
organism indicated for the following 
antibiotics: 


Antibiotic Organism 

'enicillin G_ Streptococcus faecalis, A.T.C.C. 14506. 

itreptomycin_Pseudomonas aeruginosa, A.T.C.C. 14504. 

Tetracycline_Streptococcus faecalis, A.T.C.C. 14506. 

Chloramphenicol_ Pseudomonas aeruginosa, A.T.C.C. 14504. 

Bacitracin__Streptococcus faecalis, A.T.C.C. 14507. 

Erythromycin_ Streptococcus faecalis, A.T.C.C. 14506. 

Kanamycin_ Proteus rettgeri, A.T.C.C. 14505. 

Heomycin__Staphylococcus epidermidis, A.T.C.C. 12228. 

novobiocin_ Streptococcus faecalis, A.T.C.C. 14506, 

Oleandomycin_ Streptococcus faecalis, A.T.C.C. 14506. 

tolymyxin B__Pseudomonas aeruginosa, A.T.C.C. 14504. 

Mstocetin_ Streptococcus faecalis, A.T.C.C. 14506. 

(4) Resistant organisms. Use the organism indicated for the following anti- 

)iotics: 

Antibiotic Organism 

‘enicillin G_Pseudomonas aeruginosa, A.T.C.C. 14504. 

itreptomycin_Proteus rettgeri, A.T.C.C. 14505. 

?etracycline_Streptococcus faecalis, A.T.C.C. 14508. 

Chloramphenicol____ Proteus rettgeri, A.T.C.C. 14505. 

Bacitracin___Proteus rettgeri, A.T.C.C. 14505. 

Erythromycin_Streptococcus faecalis, A.T.C.C. 14508. 

Kanamycin_Streptococcus faecalis, A.T.C.C. 14507. 

Neomycin_Streptococcus faecalis, A.T.C.C. 14506. 

Novobiocin_Proteus rettgeri, A.T.C.C. 14505. 

Oleandomycin_Proteus rettgeri, A.T.C.C. 14505. 

Polymyxin B_Proteus rettgeri, A.T.C.C. 14505. 

Ristocetin_Pseudomonas aeruginosa, A.T.C.C. 14504. 


(5) Procedure for the tests. To three 
eplicate discs, aseptically add 0.15 milli¬ 
ner of the sensitive organism suspension 
iescribed in subparagraph (3) of this 
paragraph. To three additional discs, 
iseptically add 0.15 milliliter of the re¬ 
sistant organism suspension described in 
subparagraph (4) of this paragraph. In 
the same manner, add the sensitive or¬ 
ganism suspension to three antibiotic- 
free discs used in making the batch, and 
ol add the resistant organism suspension to 
three additional such discs. If the batch 
Packaged in multiple-disc containers, 
use sterile, clear glass or plastic culture 
dishes for the tests. If the batch is 
Packaged in containers that are intended 
for use in the clinical performance of 


the test, such containers shall be used 
for these tests. Immediately place in 
incubator at 37° C. and incubate for 6 
hours. (During this period, do not ex¬ 
pose the discs to light.) After incuba¬ 
tion, observe the discs. The sample is 
satisfactory if the control discs and the 
three discs inoculated with the resistant 
organism suspension have changed to a 
definite shade of red or purple; and if 
the three discs inoculated with the sen¬ 
sitive organism suspension have under¬ 
gone no change, or appreciably less 
change, in comparison to the change in 
color in the antibacterial-free control 
disc inoculated with the same organism 
suspension. 
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(c) Sterility. To each of six discs, 
aseptically add 0.15 milliliter of the me¬ 
dium described in paragraph (b) (1) of 
this section. If the batch is packaged in 
multiple-disc containers, use sterile, clear 
glass or plastic culture dishes for this 
test. If it is packaged in containers that 
are intended for use in the clinical per¬ 
formance of the test, use such containers 
for this test. Immediately place in in¬ 
cubator and incubate overnight at 37° C. 
(During this period do not expose the 
discs to light.) The sample is satisfac¬ 
tory if no discs have changed color. 

§ 147.4 Antibiotic-dehydrated media-tri¬ 
phenyltetrazolium chloride sensi¬ 
tivity discs; certification procedure. 

Antibiotic-dehydrated media-triphe¬ 
nyltetrazolium chloride sensitivity discs 
are discs that conform to all require¬ 
ments and to all procedures prescribed 
by § 147.2 for antibiotic sensitivity discs, 
except the requirement for uniformity, 
and except that: 

(a) (1) Each disc shall contain penicil¬ 
lin G, streptomycin, tetracycline, chlor¬ 
amphenicol, or bacitracin. If it is tetra¬ 
cycline, it shall contain 5 micrograms. 

(2) Each disc shall be impregnated 
with the microbial growth-supporting 
solution described in § 147.3(a) (3). 

(3) Under the conditions of use, no 
(or appreciably less) change in compari¬ 
son to the change in color in the control 
disc shall occur when the disc is tested 
against a sensitive organism, but its color 
shall change to definite shades of red or 
purple when tested against a resistant 
organism. 

(4) The disc shall be sterile. 

(5) Each disc shall have a diameter of 
one-half inch. 

(b) In all cases, the immediate con¬ 
tainer shall be sterile at the time of fill¬ 
ing and closing. If it is a packaged com¬ 
bination, such package shall contain 
only those discs described in paragraph 
(a) of this section, with or without discs, 
of one or more of the following antibi¬ 
otics: Erythromycin, kanamycin, neo¬ 
mycin, novobiocin, oleandomycin, poly¬ 
myxin B, and ristocetin. Such other 
discs shall conform to the standards pre¬ 
scribed by paragraph (a) of this section, 
except subparagraph (1). 

(c) In addition to complying with the 
requirements of § 147.2(c), the label and 
labeling shall also bear: 

(1) Information that the discs con¬ 
tain a dehydrated microbial growth-sup- 
porting medium and triphenyltetrazo- 
lium chloride. 

(2) The statement “Keep under 
refrigeration.” 

(3) The statement “Expiration date 

_” the blank being filled in 

with the date that is 6 months after the 
month during which the batch was 
certified. 

(d) In lieu of the requirements pre¬ 
scribed by § 147.2(d) (2) and (3), the 
person who requests certification of a 
batch shall submit in connection with 
his request: 

(1) Results of the tests and assays 
made by him on an accurately repre¬ 
sentative sample of the batch for po¬ 
tency, performance, and sterility, and of 
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the medium and the triphenyltetrazo- 
lium chloride used in making the batch; 
and 

(2) An accurately representative sam¬ 
ple of the batch consisting of one disc 
for each 5,000 discs in the batch, but in 
no case less than 48 discs. Such discs 
shall be collected as follows: 

(i) For potency testing: 24 discs col¬ 
lected by taking single discs at such 
intervals throughout the entire time of 
packaging the batch that the quantities 
packaged during the intervals are ap¬ 
proximately equal. 

(ii) For performance testing: 12 discs 
collected as described in subdivision (i) 
of this subparagraph, except that if the 


RULES AND REGULATIONS 

immediate container is intended for use 
in the clinical performance of the test, 
such sample shall consist of 12 discs 
packed in their final immediate 
containers. 

(iii) For sterility testing: Five im¬ 
mediate containers, except if the imme¬ 
diate container is intended for use in 
the clincial performance of the test, 
such sample shall consist of 12 discs 
packed in their final immediate con¬ 
tainers. 

(3) In addition to the samples re¬ 
quired by subparagraph ( 2 ) of this 
paragraph, such person shall submit 36 
discs that contain the solution described 


in § 147.3(a) (3) used in making th 
batch, but which do not contain th 
antibiotic. 

(e) In lieu of the fee prescribed b 
§ 147.2(e) (1), the fee shall be $ 0.35 f 0 
each disc of the samples submitted ii 
accordance with paragraph (d)( 2 ) a 
and (ii) of this section; $7.50 for all disc 
submitted in accordance with paragrapl 
(d) (2) (iii) and (3) of this section. 

Dated: December 18, 1962. 

Geo. P. Larrick, 
Commissioner of Food and Drugs 

[F.R. Doc. 62-12639; Filed, Dec. 27, 1962 
8:45 a.m.] 






